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tulLmo WIJL 416e-o1-w 
^___I _-_____^ . _._.. -._--- 
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RIN 09ocADu8 

Food L3bekng: Nutrient Content 
Clatmcr, General Principles, Petitions, 
Deflnltlon of Terms 
AQENCW Food and Drug Administration. 
HHS. 
AC7lWC Proposed rule. 

sunnnafw: The Food and Drug 
Administration (FDA) is proposing: [l) 
To amend its food labeling regulations 
to define nutrient content claima and to 
provide for their use on food labels: (2) 
to provide deftnitions for specific 
nutrient content claims that include the 
terms %vv,” “free,” “reduced,” “light” 
or “lite,” “source,” and “hiih;” (3) to 
provide for comparative claims using the 
terms “lees,” “fewer,” and “more;” (4) to 
set forth specific requirements for 
sodium and calorie claims: (5) to 
establish procedures for the submission 
and review of petitions regarding 
nutrient content claims; (8) to revise 21 
CFR 105.66, which covers special dietary 
foods with usefulness in reducing or 
maintaining caloric intake or body 
weight; (7) to establish criteria for the 
appropriate UB~ of the term “fresh;” and 
[8) Lo addrese the UBB of the term 
“natural”. FDA is addressing claims for 
cholesterol, fat, and fatty acid conWt in 
a separate propscll published 
elsewhere in this issue of the Federal 
Register. This action is part of the food 

‘lahelinrr initiative of the Secretarv of the 
Dcpa&nt of Health and Human 
Semiwe (the Secretary) and in response 
to the Nutrition Labeling and Education 
Act of 1990. 
DATES: Written camments by February 
%19($2. The agency is proposing that 
any final rule that may be issued baaed 
on this proposal become effective 0 
months following its publication in 
accordance with the provisions of the 
Nutrition Labeling and Education Act of 
‘lxlu. 
ADDRESSES: Written comments to the 
Dockets Management Branch (HPA- 
305). Food and Drug Administration, rrn. 
l-23.12420 Parklawn Dr.. Rockvilie, MD 
20857. 

FOR FURtHER INFORMATION CONTACT: 
Elizabeth J. Campbell, Center for Food 
Safety and Applied Nutrition (HFF322b 
Food and Drug Administration, 200 C St. 
SW., Washington, DC ZOZW, 202-483- 
0229. 
SUPPLEMENTARY INFORMAT7ON 

I. Background 
A. General 

FDA has a long history of interest in 
prescribing label statements concerning 
the dietary properties of food. As early 
as 1940 (5 FR 11%~ March ~8.1940). FDA 
held a hearing to discuss what label 
statements might be used to inform 
purchasers of the value that a particular 
food purports to have. Initially, these 
label statements were concerned with 
foods that purported or were 
represented to be for special dietary use 
by humans. While these statements 
focused to a large extent, but not 
excludvely, on vitamins and minerals, 
the early rulemaking elso dealt with 
control of body weight and the value of 
food for use in dietary management of 
disease through controlling the intake of 
various nutrients. 

By 1933 (16 FR 7249, November 14. 
1953). FDA had begun to focus on 
specific nutrients such as sodium. The 
1953 notice, for example, announced a 
hearing on label statements relating to 
certain foode uBed as a means of 
regulating the intake of sodium for the 
purpoeee of dietary management with 
respect to disease. On July I, m[y1(19 FR 
3999). FDA issued a final rcgukttion 
recognizing that sodium restricted diets 
were wide$ used for dietary 
manaaement of edema associated with 
some&pee of heart, liver, and kidney 
diseases; and that food purporting to be, 
or represented for, spociel dietary use in 
regulating the intake 01 sodium in 
dietary management should bear 
information concernfng.ito sodium 
content. 

In 1073 (38 FR 20708, August 2.19731, 
FDA issued a final regulation, which 
was temporarily stayed and later 
revised, in part, as 8 105.3 (21 CFR 
105.3), stating that the term “special 
dietary use” applied to a food enpplylng 
a special dietary need that exists by 
reason of a physical, physiological. or 
other condition including convalescence, 
pregnancy, lactation, infancy, allergic 
hypersensitivity to Food, underweight. 
overweight, diabetes mellitus, or the 
need to control the intake of sodium. In 
I%%, FDA adopted regulations that 
defined the terms “1ow” end “reduc& 
for describing calorie content and net 
conditions for other label statements on 
special dietary foods used to reduce or 

maintain weight or in diabetic diets (43 
FR 43278, September 22 1978). 

III the 198th, FDA changed the focus 
of nutrient claims from providing 
guidance for the dietary management of 
certain diseases to providing 
information that is useful to the general 
population. In 1~4. the agency adopted 
regulation.9 (49 FR 15510, April la 1984) 
that defined how the terms “very low,” 
“low, ” “fret,” or “reduced” mey he used 
to describe the sodium content of food. 
hl addition, in 1~88. the agency propased 
to define terms to describe the 
cholesterol content of foods (51 FR 
K&84, November 25. 1986). 

This change in focus towards defining 
descriptors is in large part the result of 
recent sdentific developmenta and 
recommendations that have emphaBized 
the role of diet in the maintenance of 
health. For example, the U.S. 
Department of Agriculture [USDA] and 
the U.S. Deoarhnent of Health and 
Human Se&ices (DHHS) have jointly 
developed a set of recommendations 
known aB “Dietary Guid&nea for 
Americans” (Ref. If. These 
recommendations, which were 
published In Uwo and revised in 1985 
and 1990, are based on the view that the 
judicious seIect&on of foods containing 
low or high levels of certain nntrienb as 
part of an overall diet is prudent on the 
part of sit consumers. not Just those wiith 
special dietary needs. 

In addition, two scientific consensus 
report& “The Surgeon General’s Report 
on Nutrition and Health” (1986) (Ref. 2) 
and the National Academy of Sciences’ 
report “Diet and Health: Implications for 
Reducing Chronic Disease fusk” (19S9] 
(Ref. 3). concluded that changes in 
current dietary patterns, namely 
reducing consumption of fat, saiureted 
fattv acids. cholesterol. end sodium and 
increasing consumption of complex 
carbohydrates end fiber, could lead to 
reduced incidence of certein chronic 
diseases. 

In the Federal Register of August 8, 
1989 (54 FR 326lO), FDA published an 
advance notice of proposed rulemaking 
(ANPRM) that announced a major 
initiative of DHHS to take a new look at 
food labeling as a tool for promoting 
sound nutrition for the nation’s 
consumers. FDA asked for public 
comment on five areas of food labeling. 
including the use of descriptors such as 
“low” or “free” to characterize foods. 

FDA received over 2,000 written 
comments in response to this notice. 
plus over 5.000 r&ponaes to a 
auestioruurire that had been distributed 
by a consumer organization. Over 500 
comments addressed issues related to 
specific descriptors. Four hundred and 
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fifty addressed the terms “light,” 
“fresh,” and “natural.” Among those 
commenting, there was nearly universal 
agreement that these descriptors should 
be defined, and that FDA needed to 
proceed as quickly as possible to 
develop regulatory definitions for all 
descriptors that lacked definitions. 
Approximately 3,500 of the over 5,000 
questionnaire responses also supported 
the need for additional descriptor 
definitions. 

As part of this DHHS food labeling 
initiative, FDA also held four national 
public hearings, announced in the 
Federal Registei of September 20,1989I 
(54 FR 3880(j), to discuss nutrition 
labeling and other issues related to food 
labeling, such as descriptors. Some 200 
people, Including consumers, health 
professionals, trade associations and 
other industry representatives, and state 
and local health officials. testified at 
these hearings. In addition, 1,500 more 
persons participated in 50 local 
“consumer exchange” meetings 
conducted by FDA. 

The comments revealed a common 
concern about the unregulated use of 
descriptors, Many comments stated that 
the proliferation of undefined terms ha.d 
resulted in confusion for consumers and 
unfair competition for manufacturers. 
One comment stated that the terms were 
“meaningless in the way they are now 
used and are primarily used as 
marketing tools rather than as guides for 
the health conscious consumer.” Food 
industry representatives requested 
flexibility in the use of descriptors, not 
only to allow simple content statemeni!s 
(“Contains X amount of sodium”) but 
also to allow statements of nutrient 
reductions brought about by 
technological advances. 

Comments also generally supported 
expanding existing definitions for 
descriptors to include a number of food 
components of public health significance 
such as fats and cholesterol. Although 
some comments addressed specific 
descriptive terms to be used on the 
label, few comments recommended 
nutrient or food component levels to 
qualify for descriptors. Some food 
industry representatives did, however, 
suggest criteria for “high” and “reduced” 
claims. 

Comments from health professional 
organizations also supported the need 
for content claims to take into account 
the negative aspects of food in addition 
to the positive aspects, in order to not 
mislead consumers. Finally, several 
tiomments emphasized the need for FDA 
and USDA to be consistent in their 
definitions of descriptive terms. 

On March i’,1990, the Secretary, Dr. 
Louis W. Sullivan, announced that FDA 

I 

would undertake a comprehensive, 
phased response to the comments on the 
ANPRM. In the Federal Register of July 
19,1990, FDA published its first set of 
proposals, including a tentative final 
rule that defined terms for use to 
describe the cholesterol content of foods 
(55 FR 29456) and a proposed rule (55 FR 
29487, July 19,199O) to require nutrition 
labeling on most foods that are 
meaningful sources of nutrients 
(hereinafter referred to as the 
mandatory nutrition labeling proposal). 
At the same time, FDA published a 
proposed rule (55 FR ~3478, July 19,1990) 
in which the agency updated the U.S. 
Recommended Daily Allowances (US. 
RDAs) used in food labeling and 
replaced the term “U.S. RDA” with 
“Reference Daily Intake” (RDI) (the 
RDI/DRV proposal). In the same 
proposal, the agency also introduced the 
term “Daily Reference Value” (DRV) 
and proposed DRVs for eight food 
components: total fat, saturated fatty 
acids, unsaturated fatty acids, 
cholesterol, carbohydrate, fiber, sodium, 
and potassium. These DRVs are based 
upon a reference diet of 2,350 calories, 
which is the population adjusted mean 
of the recommended energy allowances 
for persons 4 or more years of age (Ref. 
4). Together the RDIs and DRVs are 
referred to as Daily Values. FDA also 
proposed (55 FR 29517, July 19,198O) 
standardized serving sizes for dategorles 
of foods to assure reasonable serving 
sizes and to provide for comparison 
among similar products. FDA said that 
these serving sizes, if adopted, would 
ensure that claims such as “low 
cholesterol” were the result of the 
characteristics of the food and not of 
manipulation of the serving size. The 
agency stated that these standardized 
serving sizes will help to ensure that 
food label claims are not misleading to 
consumers. 

In the fall of 1990, the Institute of 
Medicine (IOM) of the National 
Academy of Sciences, issued a report 
entitled “Nutrition Labeling Issues and 
Directions for the 1990s” (the IOM 
report) (Ref. 5). This report addressed, 
among other things, the use of 
descriptors on the principal display 
panel of food labels. The IOM report 
expressed concern that the unregulated 
use of these descriptors would nullify 
the efforts of consumers to make 
intelligent use of the factual information 
required on the nutrition label. The IOM 
report also stated that the absence of 
definitions for many descriptors would 
work to the disadvantage of 
manufacturers who are reluctant to use 
terms that distort or exaggerate 
nutritionally unimportant differences. 

B. Nutrition Labeling and Education Act 
of 1990 

On November 8,1990, the President 
signed into law the Nutrition Labeling 
and Education Act of 1990 (the 1990 
amendments) (Pub. L. 101-535). The 1900 
amendments make the most significant 
changes in food labeling law since the 
passage of the Federal Food, Drug, and 
Cosmetic Act of 1938 (the act). They 
strengthen the Secretary’s food labeling 
initiative by clarifying the Secretary’s 
(and by delegation, FDA,s) legal 
authority to require nutrition labeling on 
foods and by defining the circumstances 
under which claims may be made about 
the nutrients in foods. 

Section 3 of the 1990 amendments 
among other things, added section 
403(r)(l)(A) to the act. This provision 
states that a food is misbranded if it 
bears a claim in its label or labeling that 
either expressly br implicitly 
characterizes the level of any nutrient of 
the type required to be declared as part 
of nutrition labeling, unless such claim 
has been specifically defined (or 
otherwise exempted) by regulation. 

In this document, ‘FDA is proposing 
general principles and procedures to 
govern the use of nutrient content 
claims. The agency is also proposing 
definitions for descriptors except as 
they apply specifically to cholesterol, 
saturated fat, and total fat content. The 
use of descriptive terms for these 
nutrients, and the use of descriptive 
terms on standardized foods and on 
butter, is addressed in separate 
documents published elsewhere in this 
issue of the Federal Register. 

In this document, the agency is also 
proposing procedures by which a person 
may petition FDA to revise these 
regulations, to provide for the use of 
new or similar descriptive terms, or to 
provide for the use of implied claims in 
brand names. It is also proposing to 
address certain descriptive terms that 
are used for purposes other than making 
nutrient content claims, namely “fresh,” 
“natural,” and “organic.” The agency is 
proposing to define and provide for the 
proper use of “fresh.” “freshly 
prepared,” and “fresh frozen.” 
C. Organization of Regulations 

To facilitate use of its regulations and 
to provide for the possibility of 
additional claims regulations, FDA is 
proposing to add Subpart D-Specific 
Requirements for Nutrient Content 
Claims to 21 CFR part 101. In so doing, 
FDA is proposing to redesignate current 
5 101.13 Sodium labehg as Q 101.61 
Nutrient content claims for sodium 
content of foods and to add a new 
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8 101.13 Nutrient content clainw- 
gene& prowsions. This cbanga will 
result in a more logical organization to 
the food labeling regulations. In 
addition, FDA is propostng to 
redesignate Subpart F as Subpart G and 
to add a new Suboart F-!%mcifi~c 
Requirements for’DescriptG*Claims &at 
are Neither Nutrient Content Claims nor 
Health Claims. 

in response to section S(bW](A](iii) of 
the 1990 amendment, the agency is 
organizing this preamble by descriptive 
term. However, to the extent that 
existing regulations are already in place 
or have been previously proposed, the 
agency is proposing to organize these 
regulations by nutrient. Claims for 
“light” or “iite” are codified separately. 
II. General Principles for Nu$riant 
Content Claims 
A. Legal Basis 

FDA is proposing to establish the 
conditions under which claims may be 
made about the level of a nutrient in a 
food (a nutrient content claim]. FDA is 
also proposing to d&no various terms 
that may be used to make these claims. 
FDA, however, doas not consider all 
terms used to describe a food as autrient 
content claims. A term may describe 
some other attribute of a food such as 
freshness. Such claims would not be 
subject to requirements for 0 101.13 
IVu trien t content claims--general 
provisions. FDA has authority to take 
these actions regarding nutrient content 
claims under sections 201(n). 403(a), 
403(r), and 701(a) of the act (21 USC. 
321(n), 343(a). 343(r), and 371fa)). Those 
sections authorize the agency to adopt 
regulations that prohibit labeling that 
(1) Is false or misleading in that il fails 
to reveal material facts with respect to 
consequences that may result from use 
of the food and (2) uses terms to 
characterize the level of any nutrient in 
a food that have not been defined by 
regulation by FDA. 

Because the consensus reports cited 
above suggest that consumers adhere to 
certain dietary recommendations, and 
because comments to the 1989 AHPI&! 
and testimony at FDA’s public hearings 
on labeling show that consumers are 
concerned about, and want to adjust, 
their dietary intake of certain nutrients 
but are concerned with confusing and 
misleading label statements, it is 
important that these label statements 
not convey a misleading impression 
about the content of various nutrients in 
a food. Without clear definitions of the 
terms that describe the levels of these 
nutrients in food, manufacturers could 
LISA a term like “high in hber” on 

products that vary widely in fiber 
conti?nt 

Inconsistent use of the sama taim on 
various Products could lead to consumer 
confusion and nonuniformity in the 
marketpl~ace. To ensure that consumers 
are not misled and are given r&able 
information, seas found and FDA 
agrae%, that it is appropriate for the 
agency to astabliab li%~ii5Qal 
to standardize the terms nsad by 
manufacturers to describe the nutriant 
content of foods. FDA is proposing to do 
so in this document 
B. Scope 

Under section 403(r](l)(A] of the act, a 
claim that characterizes the level of a 
nutrient of the typa required by nutrition 
labeling that is in a food may dy be 
made in accordance with the ragulaticms 
that FDA adopts under section 403(r](2) 
of the act. FDA is incorporating this 
provision in proposed 8 191.13(b). 
Among other things, such claims may 
only be made using terms that FDA baa 
defined by regulation @l U.SC. 
343(r)(2)(A)(i)] and must be made in 
conjunction with the appropriate 
labeling statements (21 USC. 
343(r)(2)(B)], unless they are subject to 
one of the exemptiaas in the act (21 
U.S.C. 343[rH2)(C), (D), and (E)). The 
remainder of this preamble and the 
accompanying proposed regulations fill 
in the details of these basic statutory 
requirements. 

FDA is proPosing in 0 ml.13 to 
prescribe the circumstance8 in which 
claims that characterize the level of a 
nutrient in a food may be made on a 
food label or in labeling (see 21 U.S.C. 
343(r](l]{A) and (r){2]) In propo& 
8 101.13(aJ FDA. reflecting the 
introductory language of section 
403(r)(l) of the .act, states that $101.13 
and the regulations in subpart D of part 
101 apply to all foods that are intended 
for human consumption and that are 
offered for sale. 

The regulation also states the types of 
claims that are covered. Proposed 
8 101.13(b), following section 
403(r)(l)(A) of the act, limits the use of 
both express and implied nutrient 
content claims. The 1990 amendments 
do not elaborate about what constitutes 
an expressed or an imphed claim. The 
legislative history, however, specifically 
the House report on the 1980 
amendments (H. Rept. 101438, lolst 
Cong.. 2d sess. 19 ffune II 1990)), states 
that an example of “an expressed claim 
covered by section eWjr](l](A) would be 
the statement low sodium’.” Such an 
expressed claim makes a direct 
statement about the level of a nutrient. 
in this ca6e sodium in a food. 
Consequently. FDA is proposing in 

ii nm.qb)(l) that an expressed nutrient 
amtent ckn is any direct statement 
abwt the level (or range) of a nutrient ir. 
the food. 

The Hoxme report also states that an 
example of an implied claim would be a 
statement that “implies that the product 
is low [or bighj in some m&tent l * l 

but doerr not say so expressly.” (rd..) The 
report cites two examples of implied 
claims: We,” which according to the 
report implies that the food is low in 
some nutrient but does not say so 
exprosaiy, and H yligh oat bran’ which 
conveys an implied high fiber message.” 
(Id.1 

Although FDA is proposing a 
definition of “light” (or “lite”) that is 
somewhat different than that portrayed 
in the Xioaae report, the agency 
considers that Congress’ choice of the 
“high oat bran” claim as an example of 
an implied claim is significant. FDA 
notes that, baaed on this example, 
several other claims being used on the 
food label would constitute implied 
nutrient claims. For example, such 

claims as “contains no tropical oils,” 
“contains no paim oii,” and “made with 
100 percent vegetable oil,” convey an 
implied massage that the product is low 
in, or free of, saturated fat. l’berefme, 
FDA is proposing in 0 im.i3(bp) to 
define an implied nutrient content claim 
as any claim that desoribas the food or 
an ingredient therein, in a manner that 
implies that 1 nutrient is absent or 
present in a certain amount or that may 
be useful to consumers in selecting 
foods that are helpful in achieving a 
total diet that conforms to current 
dietary recommendations (e.g., 
“healthy”). Significantly, if FDA adopts 
this definition, under the provisions of 
the statute, such implied claims would 
be prohibited until such time as they are 
defined by FDA by regulation. 

FDA recognizes, however, that an 
argument can be made that statements 
such as “contains oat bran” are not 
intended to be nutrient content claims 
but are intended to advise consumers 
that oat bran is used as a significant 
ingredient in the product. Furthermore, a 
similar argument can be made that a 
statement that a particular ingredient 
constitutes 100 percent of the food (e.g., 
“100 percent corn oit” or “1OCt percent 
Columbtan coffee) should not be 
considered an implied nutrient content 
claim when that statement is the 
statement of identity for the food. 
Moreover, FDA recognizes that this 
provision may raise questions about 
similar claims such as “contains no 
preservatives” or “contains no artificial 
flavors or colors.” The agency believes 
that the latter claims cannot be 
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characterized as nutrient content claims 
because they do not relate in any way to 
nutrients of the type that are addressed 
in section 403(q) of the act. These claims 
are more appropriately characterizecl as 
ingredient claims. FDA requests 
comments on how to draw an 
appropriate line between implied 
nutrient content claims and ingredient 
claims. 

In addition, because of the large 
variety of statements that can be 
considered to make implied claims 
about the level of a nutrient in a food or 
the usefulness of a food in achieving a 
diet that conforms to current dietary 
recommendations, and because of the 
resource constraints and strict 
timeframes under which this rulemaking 
is proceeding, FDA is not proposing to 
adopt regulations that authorize any 
implied claims at this time. However, 
the agency solicits comments concerning 
criteria for evaluating whether implied 
claims are appropriate and not 
misleading as well as information on 
specific implied claims. 

If FDA receives sufficient information 
in comments, it will consider providing 
for specific implied claims in the final 
regulation. Alternatively, the agency 
may defer action on implied claims until 
after the rulemakings required by the 
1990 amendments are complete. The 
agency would then consider individual 
implied claims through the petition 
process on a case-by-case basis. In this 
document, the agency is proposing 
procedural regulations for petitions on 
nutrient content claims, including those 
requesting definition of acceptable 
implied claims. 

In 0 101.13(b)(3), FDA is proposing to 
prohibit the use of nutrient content 
claims on food products that are 
specifically intended for infants and 
toddlers less than 2 years of age. The 
agency is proposing this prohibition for 
several reasons. Comments received in 
response to the 1986 proposal on 
cholesterol descriptors (51 FR 42564, 
November 25,1986) stated that changing 
the diet of these children toward a more 
restrictive dietary pattern should awa:it 
demonstration that such dietary 
restriction is needed and would support 
adequate growth and development. The 
agency agreed with these comments and 
proposed in the tentative final rule on 
cholesterol descriptors (55 FR 29456, July 
19,1990~ to exclude the use of 
descrrptors and quantitative cholesterol 
and fatty acid labeling on foods 
specifically intended for use by infants 
and toddlers. Furthermore, there is 
agreement among the American 
Academy of Pediatrics. the American 
Heart Associetioc. the National 

Institutes of Health’s Consensus 
Conference on bower Blood Cholesterol 
and the National Cholesterol Education 
Program that fat and cholesterol should 
not be restricted in the diets of infants 
(Ref. 57). Relatively little attention has 
been given to the role of the pediatric 
diet in modifying the risk of other 
chronic diseases found in adults such as 
hypertension and obesity (Ref. 3). Thus, 
the agency lacks evidence that a more 
restrictive dietary pattern for other 
nutrients such as sodium or an 
increased intake for nutrients such as 
fiber are appropriate and recommended 
for infants and toddlers. Therefore, until 
the agency has information that such 
dietary patterns are appropriate for 
children and support adequate growth 
and development, FTIA is proposing in 
8 101.13(a) that nutrient content claims 
may not be made on foods intended 
specifically for use by infants and 
toddlers less then 2 years of age. 

The act specifically excludes 
statements that appear as part of 
nutrition information from the coverage 
of section 403(r)(l) of the act. This 
exclusion was included in the 1990 
amendments to make it clear that the 
information required on the nutrition 
label, and the optional statements that 
are permitted as a part of nutrition 
labeling, are not claims under section 
403(r)(l) of the act and are not subject to 
the disclosure requirements in section 
403(r)(2) of the act (Congressional 
Record H5641 (July 30,199O)). However, 
the legislative history of this provision 
specifically states that the identical 
information will be subject to the 
descriptor requirements if it is included 
in a statement in another portion of the 
label. (Id) Consequently, FDA is 
proposing in !j 101.13(c) that information 
that is required or permitted by 0 191.9 
to be declared in nutrition labeling, and 
that appears as part of the nutrition 
label, is not a nutrient content claim and 
is not subject to the requirements of this 
section. proposed $ 101.13(c) also states, 
however, that if such information is 
declared elsewhere on the label or in 
labeling, it is a nutrient content claim 
and is subject to the requirements for 
nutrient content claims. 
C. Labeling Mechanics 

The 1990 amendments do not include 
specific limits on the prominence of 
nutrient content claims. Although FDA 
recognizes the importance that certain 
nutrient content claims can have in 
encouraging sound dietary practices, it 
also recognizes that individual foods 
must be evaluated in the context of the 
total diet. Consequently, it is important 
not to overemphasize any one aspect of 
a single food. Therefore, FDA is 

proposing to require in 8 101.13(f) that a 
nutrient content claim be, in type size 
and style, no larger than that of the 
statement of identity. The agency 
believes that this proposed requirement 
will ensure that descriptors are not 
given undue prominence. Under 
proposed 0 101.13(f), descriptors that are 
a part of a statement of identity can be 
in the same type size and style as the 
other words in the statement of identity. 

FDA is proposing this requirement 
under section 403(fJ of the act as well as 
section 403(r) of the act. Section 403(f) of 
the act states that a food is misbranded 
if any statement required by or under 
the authority of the act is not placed on 
the label with such conspicuousness, as 
compared to other words, statements, 
designs, or devices, as to render it likely 
to be understood by the ordinary 
consumer. FDA believes that the 
requirement in proposed 8 101.13(f) is 
necessary to ensure that importance of 
the information provided by the nutrient 
content claim, as well as that provided 
by the statement of identity, is fully 
understood by consumers. Because 
,these two items will have at least equal 
prominence on the label or in labeling, 
the consumer will be able to judge that 
they both present important information 
that must be considered in structuring 
the total diet. 

Section 493(r)(2)(B) of the act states 
that if a nutrient content claim is made, 
the label or labeling of the food shall 
contain, prominently and in immediate 
proximity to such claim, the following 
statement: “See - for nutrition 
information” (hereinafter referred to as 
the referral statement). Under section 
403(r)(2)(B)(i) of the act, the blank must 
identify the panel on which the 
information described in the statement 
may be found. FDA is incorporating this 
requirement in proposed ft 101.13(g). 

Section 403(r)(2)(B) of the act requires 
that the referral statement must appear 
prominently, but it does not contain 
specific prominence requirements such 
as type size or style. However, section 
403(r)(Z)(A)(iii) through (v) of the act 
requires that statements that disclose 
the level of fat, saturated fat, or 
cholesterol, which must be presented in 
conjunction with certain nutrient 
content claims, “have appropriate 
prominence which shall be no less than 
one-half the size of the claim.” The 
agency believes that for consistency, 
and because the referral statement and 
the statement disclosing the level of 
another nutrient must both be in 
immediate proximity to the claim, and 
therefore must be adjacent to one 
nnother, the type size of these 
statements should be the same. In 
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addition, FDA has long held that 
accompanying information should be in 
a size reasonably related to that of the 
information it modifies. This relative 
prominence, when codified, ha 5 been 
one-half the type size of the inlormation 
modified (e.g., $8 101.22(i)(2) and 
102.3(b)(2)(ii)). 

The agency is proposing one-sixteenth 
of an inch as the minimum type size for 
the referral statement. One-sixteenth of 
an inch is specified in 0 101.2(c) as the 
minimum type size for most ot!her 
mandatory information on the principal 
display panel or information panel, e.g., 
designation of ingredients, name and 
place of business, nutrition information, 
and warning and notice statements, 
Further, one-sixteenth of an inch is the 
minimum size required in 0 lOl.l05(i) for 
net quantity of content5 statements. 
Consequently, the agency believes that 
the minimum type size for such 
information should be one-sixteenth of 
an inch. 

In addition, the agency is proposing 
that the referral statement be “‘in easilv 
legible boldface print or type in distin& 
contrast to other printed or graphic 
matter.” Section 403(r)(2)(B) of the act 
states that the referral statement for 
nutrient content claims should be 
“prominent.” In other instances where 
the act has suggested that information 
be prominent, FDA has proposed a 
similar requirement (see, e.g., proposed 
on percentage labeling of food5 
purporting to be beverage5 containing 
vegetable or f?uit juice (56 FR 30452, July 
2,¶991)). Therefore, to be consistent 
with previous actions and to ensure 
under section 403(f), that the referral 
statement is presented in a wa,y that 
makes it likely to be read, FDA. is 
proposing in 0 101.13(a)(l) that the 
referral statement be presentecl in easily 
legible boldface print or type. 

information that is required to appear on 
the information panel. By no intervening 
material, FDA means that there may be 
no printed matter, either pictorial or 
character between the two pieces of 
information. However, a claim may be 
made immediately preceding, or as part 
of, the statement of identity. Thus, for 
purpose5 of proposed 0 101.13(g)(Z), 
when the nutrient content claim 
immediately precedes or is part of the 
statement of identity, the statement of 
identity, or the non-claim part of the 
statement of identity, will not be 
considered intervening material. For 
example, if a product were labeled 
“Light cupcakes-contain 4/s fewer 
calories than our regular cupcakes: see 
side panel for nutrition information,” 
and no pictorial or written material 
intervened, the agency would consider 
that the related statement5 and the 
referral statement were in immediate 
proximity to the nutrient content claim 
of “light.” The term “cupcakes” in this 
example would not be considered to be 
intervening material. 

Section 3(b)(l)(A)(v] of the 1990 
amendment5 states that the Secretary 
shall provide that if multiple claims 
subject to the nutrient content claim 
regulations are made on a single panel 
of the food label or page of a labeling 
brochure, a single statement may be 
made to satisfy the requirements for 
referral statements. To ensure that this 
referral statement is adequately 
prominent, the agency is proposing in 
0 101.13(g)(3) that the statement be 
adjacent to the claim that is printed in 
the largest type on the panel. 

As stated above, the 1990 
amendments require that the referral 
statenient be in immediate proximity to 
the nutrient content claim. In addition, 
the related statement5 required by 
section 403(r)(2)(A)(iii) through (v) of the 
act are required to be in immediate 
proximity to such claims, and no 
distinction is made as to which 
statement must be closer to the actual 
claim. Because the related statements 
provide more specific information, FDA 
is proposing that they be presented 
before the referral statement. 

Although section 403(r)(2)(B) of the act 
require5 that if a nutrient content claim 
is made, that referral statement be 
immediately adjacent to such claim, the 
agency believe5 that for those claim5 
that appear more than one time on a 
panel, the referral statement need only 
be presented with the most prominent 
claim. To require referral statements for 
multiple claims on the same panel 
would unnecessarily burden the panel 
and dilute any other information 
presented on the panel. FDA is 
proposing to require that the referral 
statement be adjacent to the claim that 
is printed in the largest type because 
that claim is the one most likely to 
initially be seen by the consumer. 

Although there is no specific guidance 
given as to what constitutes immediate 
proximity, FDA has traditionally defined 
immediate proximity as immediately 
adjacent to, with no intervening material 
present. Section 101.2(e) of 21 CFR, for 
example, requires that there be no 
intervening material among the 

In addition, the agency believes that it 
is not necessary to include a referral 
statement if a claim is made on the 
panel containing nutrition information, 
because such claim would be made in 
view of the nutrition information cited in 
the referral statement. FDA is proposing 
to codify this provision in 8 101.13(g)(2). 

D. Disclosure Statements 

Section 403(r)(2)(B)(ii) of the act states 
that if a food that bear5 a nutrient 
content claim “contain5 a nutrient at a 
level which increases to persons in the 
general population the risk of a disease 
or health-related condition which is diet 
related, taking into account the 
significance of the food in the total daily 
diet, the required referral statement 
shall also identify such nutrient.” FDA is 
referring to this level as the “disclosure 
level.‘” 

The act goes even further with respect 
to health claims. In section 
403(r)(3)(A)(ii), the act prohibits, except 
in special circumatancea, health claim5 
for a food if any nutrient is present in 
the food in an amount that increases the 
risk of disease or health-related 
condition. FDA will refer to this level as 
a “disqualifying 1eveL” The statutory 
language defining a disclosure level for 
a nutriest in conjunction witha nutrient 
content claim is the 5ame as that for a 
disqualifying level for the nutrient for a 
health claim. Consequently, FDA is 
proposing the same levels for the 
individual nutrient5 for both types of 
claims. 

In the proposed rule on health claims 
published elsewhere in this issue of the 
Federal Re@ster, the agency discusses 
how it arrived at the various proposed 
disclosure/disqualifying levels. Briefly, 
in setting such levels, FDA considered 
that there are no generally recognized 
level5 at which nutrient5 such as fat, 
saturated fat, cholesterol, or sodium in 
an individual food will pose an 
increased risk of disease. Therefore, if 
FDA were to attempt to set these levels 
on an individual food basis, it would not ’ 
be possible to do 50. However, sections 
403(r)(2)(B)(ii) and 403(r)(3)(A)(ii) of the 
act require that the agency take. into 
account the significance of the food in 
the total daily diet For the general 
population, the intake of fat, saturated 
fat, cholesterol, and sodium in the total 
day’5 diet in excess of dietary 
recommendations increase5 the risk of 
diet-related disease. Therefore, because 
the agency’s proposed DRV5 for total 
fat, saturated fat, cholesterol, and 
sodium are based on recommended 
dietary intake levels, the agency 
tentatively decided to tie the disclosure/ 
disqualifying levels to the DRVs. 

To determine the appropriate 
discloaure/disqualifier levels, FDA used 
an approach based on the number of 
serving5 of food in a day and available 
information on food composition. As 
described in the health claim5 proposal, 
the agency has tentatively found that an 
appropriate disclosure/disqualifying 
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level for individual foods is between 10 
aid 20 percent of the DRV. The agcnc,y 
made this tentative finding by looking at 
the food supply. It noted that the 
nutrients fat, saturated fat, cholestero;l, 
and sodium are present in roughly one 
half of the general USDA food 
categories. Therefore, if approximately 
u) foods/beverages are consumed in a 
day, and half of the foods consumed 
contain the nutrient at a IeveI of 10 
percent of the DRV (on average), then 
the tota daily intake of the nutrient 
would be 100 percent of the DRV. This 
level of intake would not constitute a 
risk for chronic disease. On the other 
hand, if the same number of foods are 
consumed, and half the foods contain on 
average 20 percent of the DRV, then the 
total daily intake of the nutrient would 
be 200 percent of the DRV, a level of 
intake that would increase the risk for 
diet-related disease. The agency then 
used food composition data to evaIuate 
the effect of establishing various 
disclosure/disqualifying levels between 
10 and 20 percent and tentatively 
concluded that a level of %5 percent of 
the DRV was most appropriate. If % of 
the foods consumed during a day 
contains on average this amount, the 
total daily intake of the nutrient would 
exceed the DRVs but without the risks 
inherent at higher levels. Yet, if this 
criterion is used, a significant number of 
foods would not be disqualified. Thus, 
FDA is proposing 0 fffl.lt(h) to establish 
disclosure/disqualifying levels for tote.1 
fat, saturated fat, cholesterol, and 
sodium, and that these Ievels be 15 
percent of the DRV par serving and pe’r 
100 grams (g) of food. These levels are 
11.5 g for total fat, 4.0 g for saiurated fat, 
45 milligrams (mg) for cholesterol, and 
360 mg for sodium. 

Tbe legislative history provides some 
guidance on how these disclosure 
statements about the presence of these 
nutrients should be made. It states that 
if FDA found, for example, that the fat in 
a food that bore a nutrient content claim 
was present at a level that increased the 
risk of disease or a health-related 
condition, then the referral statement 
would read, “See [nutrition panel] for 
information about fat and other 
nutrients.” Congressional Record )i%% 
(July 30,1~0). Therefore, the agency is 
proposing in (I 101.13(h) to require this 
information in the referral statement. 
Because tbe agency is proposing in 
0 lm.%s(g)(s) that if a single panel of a 
food label or labeling contains multiple! 
nutrient content claims or a single claim 
repeated several times, a single referral 
statement may be made, and because 
0 101.13(h) only requires the disclosure 
statement as part of the referral 

statement, only one disciosure , 
statement per panel would be required 
by the proposed regulation. 
E. Disqualifying Levels fur Nutrient 
Can tent Claims 

Section 403(r)(Z)(A)(vi) of the act 
provides that FDA can, by regulation, 
prohibit a nutrient content claim if the 
claim is misleading in Bght of the level 
of another nutrient in the food. FDA has 
tentatively made such a finding with 
regard to cholesterol claims and the 
presence of saturated fat. This finding is 
discussed in the companion document 
published ebewhera in this issue of the 
Federal Registar. In that document, FDA 
is proposing to prohibit a claim for 
cholesterol content in foods containing 
saturated fat at levels above 2 g per 
serving. 
l? Amount and Percentage of Nutrient 
Content Ciaims 

Section t(b)(l)(A)(iv) of the 1990 
amendments states thet the agency 
“* * * shall permit statements 
describing the amount and percentage of 
nutrients in food which ara not 
misleading and are consistent with the 
terms [that FDA has dafmed].” In 
discussing this provision (which at that 
time was numbered as section 
B(b)(l)(A)(iii)), the legislative history 
states: 

* * l [tjbe Secretary is required. in the 
regulations, to defiue the circtunstgnces 
under which statements ctisclostng the 
amount end percentage of nutrients in food 
will be permitted. Those statements must be 
consistent with the terms that the Secretarv 
has defmed under section 403(r)@)(A)(i) - 
(definition of descriptive terms1 and they mav 
not be misleading under section 403(a) &A the- 
current law. 

Thus, if the Secretary defined “low fat” as 
less than 1% fat for a particular category of 
food, the Secretary might conclude &a<the 
statement ‘Zess Than 1% Fat” is consistent 
with the defined term. However, the 
Secretary might conclude that the statement 
“Less Than 2% Fat” is not consistent with the 
definition of “low” because it implies that the 
product is low in fat when it is not. Following 
a similar analogy. the Secretary might 
prohibit the statement “98% Fat Free” while 
permitting the statement “More Than 99% Fat 
Free” for a product where “low fat” has been 
defined as less than 1% fat. 
(CongrcssionaI Record H 5841-2 (July 30, 
19QWl 

Like Congress, FDA is concerned that 
consumers may be easily misled by 
statements about the percent or amount 
of a nutrient in a product. The agency 
received many comments to the ANPRM 
asserting that statements such as “- 
percent fat free” on foods are confusing 
and misleading. These comments 
suggest that many consumers do not 

understand this type of claim or similar 
claims that a product contains a 
specified amount of a nutrient such as 
“contains I_ mg sodium.” Additiona 
comments suggested that such claims be 
prohibited. 

A statement that a food contains X 
percent of a nutrient implies that the 
food is useful in maintaining healthy 
dietary practices. If the level of the 
nutrient in the food was not in fact 
useful in structuring a healthy diet, thP 
claim would be misleading. For 
example, claims that a food is I’--- 
percent fat free” imply that the food has 
a very small amount of fat in it, and that 
the food is useful in structuring a diet 
that is low in fat. The impression that 
the claim gives is incorrect, however, if 
the food contains a significant amount 
of fat. 

Similarly. since many consumers have 
a limited knowledge and understanding 
of the amounts of dutrients that are 
recommended for daily consumption, a 
statement declaring that the product 
contained a specified amount of a 
nutrient could be misleading. By its very 
presence, such a statement could give 
consumers who were unfamiliar with 
the dietary recommendations the false 
impression that the product would assist 
them in maintaining healthy dietary 
practices relative to the amount of the 
nutrient consumed when it, in fact, 
would not. Consistent with the statute, 
FDA is proposing not to permit the use 
of claims that state the percent or 
amount of a nutrient in those 
circumstances in which they would be 
misleading and thus would misbrand the 
product. 

The agency believes that foods 
bearing such claims must be useful in 
maintaining healthy dietary practices for 
the claims not to be misleading. 
Accordingly, in 0 101.13(i), the agency is 
proposing that foods bearing statementa 
about the amount or percentage of a 
nutrient in a food must meet the 
definition for “low” in the case of fat, 
saturated fat, sodium, and calories and 
“high” for fiber, vitamins, and minerals, 
and other nutrients for which that term 
is defined. These definitions are 
discussed below, in the regulations for 
the particular nutrients. 
C. Nutrition hbeling 

Although the 1990 amendments 
establish that most foods will bear 
nutrition labeling, some foods are 
exempt from these requirements. In 
addition, there are provisions that 
permit some foods to bear an 
abbreviated form of nutrition 
information. I 
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Under current 0 101.9. nutrition 
labeling is required on all products that 
contain an added vitamin, mineral, or 
protein or whose label, labeling, or 
advertising includes any nutrition claim 
or information. The agency derived its 
authority to issue regulations to require 
this nutrition labeling on all foods 
bearing a claim for added vitamins, 
minerals, or protein from sections 201(n), 
403(a)(l). and 701(a) of the act [21 U.S.C. 
321(n), 343(a)(l), and 371(a)). Under 
section 201(n) of the act, the lalbel or 
labeling of a food is misleading if it fails 6. to reveal facts that are material in light 
of representations actually made in the 
label or labeling. Under section 403(a)(l) 
of the act, a food is misbranded if its 
label or labeling is false or misleading in 
any particular. Finally, under section 
701(a) of the act, the agency has 
authority to issue regulations for the 
efficient enforcement of the act. 

The agency is proposing in 5 101.13(m) 
that a nutrient content claim may be 
used on the label or in labeling of a food 
provided that the food bears nutrition 
labeling that complies with the 
requirements in 8 101.9 or, where 
applicable, 0 101.36. 

The applicability of current 
regulations to restaurant foods was 
discussed in rulemaking promulgating 
8 101.10 Nutrition labeling of restaumnt 
foods (39 FR 42375, December !i, 1974 
and 41 FR 51002. November 19.1976). In 
the preamble to the proposed rule, the 
agency discussed its belief that nutrition 
education is of prime importance and 
stated that it will take every opportunity 
to foster the dissemination of such 
information to the consumer, including 
the use of nutrition labeling in 
restaurants. However, the agency 
acknowledged that if nutrition 
information provided in restaurants 
necessitates the expense of nutrition 
labeling, the restaurant “may choose not 
to provide any nutrition information in 
advertising or labeling, on the lbasis that 
the added cost of providing detailed 
information * ’ l might cause the 
project of providing nutrition 
information not to be worth the 
expense” (39 FR 42375). Therefore, to 
encourage the dissemination 01 nutrition 
information in the food service industry, 
FDA proposed to exempt ready-to-eat 
foods from the requirement of bearing 
nutrition labeling on food labels if the 
required nutrition labeling was 
displayed prominently on the premises 
by other means, e.g., counter cards or 
wall posters, where the information 
would be readil) available to the 
consumer when he is making a menu 
selection. 

Subsequent action on this proposal 
led to the issuance of a statement of 
policy in 0 3.207 (recodified as 21 CFR 
101.10 in the Federal Register of March 
15,1977 (42 FR 14302)) that if any 
advertising or labeling (other than 
labels) includes a claim or information 
about the total nutritional value of a 
combination of two or more foods (e.g., 
a combination consisting of a 
hamburger, french fries. and milkshake), 
then, as an alternative to providing 
nutrition information about each 
separate food on the food label, the 
restaurant may instead provide 
information about the total nutritional 
value of the combination of foods, 
provided that the statement of total 
nutritional value follows the nutrition 
labeling format and provided that the 
nutrition information is effectively 
displayed to the consumer both when 
he/she orders the food, and when he/ 
she consumes the food. 

As discussed in the supplementary 
nutrition labeling proposal published 
elsewhere in this issue of the Federal 
Register, the 1990 amendments 
specifically exclude restaurant foods 
and foods sold in other establishments 
in which food that is ready for human 
consumption is sold (hereafter 
“restaurant food”) from the requirement 
for nutrition labeling. However, as 
stated above, the agency believes that it 
has the authority to issue regulations 
requiring restaurants that choose to 
make nutrient content claims to adhere 
to the requirements for such claims, 
including nutrition labeling. 

FDA is not, at this time, making any 
specific provisions for the nutrition 
labeling of restaurant foods. FDA 
specifically seeks comment on how it 
should handle this issue. On one hand, 
many believe that it is important that 
consumers be given useful and 
meaningful nutrition information. On the 
other hand, many continue to be 
concerned, as FDA was in 1974. that the 
cost of compliance not be so high that 
restaurants will not be willing to offer 
and identify through nutrient content 
claims those foods that will assist 
consumers in selecting diets that 
provide health benefits. Therefore, the 
agency is requesting comments on 
whether and to what extent it has a 
basis for nutrition labeling when 
nutrient content claims are made on 
restaurant foods, or whether a 
requirement for such labeling would 
discourage restaurants from making 
nutrient content claims because of the 
cost associated with nutrition labeling. 

If, based on comments received, FDA 
were to require nutrition labeling of 
restauranr foods, should the requirement 

apply only to large restaurant chains 
with fixed menu items? Additionally. 
should the content or format of nutrition 
labeling be different for the food service 
industry than for packaged foods? If so, 
how and why? 

FDA recognized in its July 19,199O 
reproposal on mandatory nutrition 
labeling (55 FR 29504) that certain 
restaurant-type food service facilities 
CaMI% reaeonably be expected to 
provide information concerning nutrient 
profiles, and that exemptive provisions 
should be established for such 
situations. The proposal advised that 
comments pointed out that nutrition 
labeling for foods served in restaurant- 
type facilities present significant 
feasibility problems in a number of 
situations. The comments made the 
following points: These facilities may 
not be able to develop consistent 
nutrient information on the foods that 
they seLl because of frequent menu 
changes and variations in how the 
consumer wants the food prepared and 
served. Without nutrient consistency, 
frequent nutrient analyses would have 
to be performed to provide consumers 
with accurate nutrition labeling 
information. These analyses could 
become very burdensome. The 
cumulative costs of these analyses could 
place undue restrictions on some 
establishments. Firms could be inhibited 
from making frequent menu changes or 
fo,Ked to limit the options that 
consumers have in ordering a food. 

Because of these problems, FDA 
proposed an exemption under section 
201(n), 403(a), and 701(a) of the act for 
restaurant-type foods in the mandatory 
nutrition labeling proposal (see 
proposed Q 101.9(h)(2), 55 FR 29516). 
Although the agency wanted to limit the 
exemptions to only those situations in 
which it is needed, FDA did not, and 
still does not, have sufficient indepth 
knowledge of the food service industry 
to develop adequate criteria to fairly 
impose such a limitation. The agency 
therefore requests comments on this 
issue. 

A related question is what is to be 
done with 3 101.10. Because 0 101.10 
was adopted under section 403(a) of the 
act, it is not subject ta State 
enforcement under section 307 of the 
act. For this reason, and because 
8 101.10 has not been enforced by FDA, 
the agency believes that it is appropriate 
to make an affiative statement about 
the continuing need for this provision. 
Thus. if FDA elects not to make 
restabrant labeling part of the 
Nutritional Labeling Education Act 
implementation, the agency will, in the 
final rule, delete 8 101.10. 
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H. Analytical Methodology 

The agency has proposed analytical 
methodology for measuring levels of 
nutrients in foods in the supplementary 
nutrition labeling proposal pubIished 
elsewhere in this issue of the FederaI 
Register. FDA is proposing fn $ 101.13(n) 
to use the analytical methodology 
specified in the final rule based on that 
proposal to determine compliance with 
the requirements for nutrient content 
claims. 
I. Exemptions 

The 1990 amendments provide certain 
exemptions from the requirements for 
nutrient content claims. These are 
discussed below. 
1. Claims in a Brand Name 

Section 403(r)@)(C) of the act states: 
Subparagraph (Z](A) does not apply to a 

claim described in subparagraph (I)(A) and 
contained in the Iabel or labeling of a food P 
such claim is contained in the brand name of 
such food and such brand name was in uee 
on such food before October 25, lgae, unles.8 
the brand name contains a term defined by 
the Secretary under subparagraph (Z)(A)(i), 
Such a claim is subject to paragraph (a). 

Paragraph (a) that provision refers to 
is section 403(a) of the act which states 
that a food is misbranded if its labeling 
is false or misleading in any particuIar, 

In discussing section 403(r)(2)(C), the 
House report states: 

Section 403(r)(Z)(C) states that section 
403(r)(2)(A) doee not auPlr to claims 
cont&nkd in a brand &ma that was in uee 
before October 26.1989 (the date the 
Subcommittee reported the bill). However, :if 
the brand name contains a term that has been 
defined by the Secretary pursuant to section 
403(r)(Z)(A)(i), then it must comply with that 
definition. The disclosure provisions in 
section 403(r)(2)(B) will also apply to brand 
names. In addition, section 403(a) of that 
constitute false and misleading labeling, 
irrespective of whether the brand name wa.s 
exempt under this provision. 
(H. Rept. 101338, sups, 20.) 

Thus, manufacturers may continue to 
use brand names that include nutrient 
content claims that have not been 
defined by regulation so long as these 
claims appeared as part of a brand 
name before October 25.1989 and are 
not false or misleading. Section 
403(r)(2)(B) of the act, which requires the 
nutrition information referral statement, 
does apply to foods whose brand name 
includes such claims. Consequently, the 
labeling of products whose brand name 
includes such terms will have to bear an 
appropriate referral statement. 

Accordingly, the agency is 
incorporating the provisions of section 
403(r)(2)(C) of the act into its proposed 
regulations. Proposed 0 101.13(o)(1) 

states that nutrient content claims not 
defined by regulation, appearing es part 
of a brand name that was in use prior to 
October 25,~%9, may be used on the 
label or in labeling of a food, provided 
they are not false or misleading under 
section m(a) of the act. 
2. “Diet” Soft Drinks 

Section 403(r)(2)(D) of the act creates 
an exception from the req&rement that 
a term may be used only in accordance 
with the definitions established by FDA 
for the use of the term “diet” on soft 
drinks, provided that its use meets 
certain conditions. First of all, the claim 
must be contained in the brand name of 
such soft drink. Secondly, the brand 
name must have been in use on the soft 
drink before October 25,1989. Finally, 
the use of the term “diet” must have 
been in conformity with 8 103.66. The 
act provides, however, that the claim 
remains subject to section 403(a) of the 
act, in that it wouId misbrand the food if 
it is false or misleading in any way. 

Accordingly, the agency is proposing 
in 0 101.13(o)(2) that if the claim of 
“diet” was used in the brand name of a 
soft drink before October 25,198Q. in 
compliance with the existing 0 105.66, 
the claim may continue to be used. Any 
other uses of the term “diet” must be in 
compliance with amended 0 10!5.06 and 
the other provisions of the part. 
3. Vitamins and Minerals 

Section MS(r)@)(E) of the act.states: 
Subclauses (i) through (v) of subparagraph 

[2)(A) do not appiy to a statement in the label 
or labeling of food which describes the 
percentage of vitamins and minerals in the 
food in relation to the amount of such 
vitamins and minerals recommended for 
daily consumption by the Secretary. 

Accordingly, the agency is proposing 
in 0 101.13(o)(3) to permit the use of 
statements on the label or in labeling of 
a food that describe the percentage of a 
vitamin or mineral in relation to the RDI 
as defined in 0 101.9, without specific 
regulations authorizing claims for each 
specific vitamin or mineral. The agency 
is proposing to permit such claims 
unless they are expressly prohibited by 
reguIation under section 403(r)(2)(A)(vi) 
of the act. 

4. Infant Formulas and Medical Foods 
Section 403(r) of the act does not 

apply to infant formulas subject to 
section 412(h) of the act (see section 
403(r)(5)(A) of the act) or to medical 
foods as defined in section 5(b) of the 
Orphrtn Drug Act. Section 412(h) applies 
to any infant formula that is represented 
and labeled for use bv an infant who 
has an inborn error of n\&abolism or a 

low birth weight or who otherwise has 
an unusilal medical or dietary problem. 
Under section S(b)(3) of the Orphan 
Drug Act: 

[tjhe t:.!a> “medicel food” means a food 
which if h)rmulated to be consumed or 
adminislr!ied enterally under the supervision 
of a phyzician and which is intended for the 
specific dietary manegement of a disease or 
condition for which distinctive nutritional 
requirements. based on recognized scientific 
principlea are established by medical 
evaluation. 

FDA is presenting its views on whet 
constitutes a medical food in its 
supplementary proposal on mandatory 
nutrition labeling, which was published 
elsewhere in this issue of the Federal 
Register. 

Therefore, under section 403(r)(5)(A) 
of the act, nutrient content claims can be 
made on foods formulated to meet the 
unique medical requirements of certain 
individuals even though FDA has not 
defined the terms in those claims by 
regulation. The agency is proposing to 
reflect this fact in 0 101.13(o)(4). 

As discussed above, FDA has 
tentatively concluded that all nutrient 
content claims are inappropriate for use 
on the labels of food intended 
specifically for use by infants and 
toddlers less than 2 years of age. 
Therefore, if this proposal is adopted, 
nutrient content claims will not be 
permitted on most infant formulas. The 
agency recognizes, however, that the 
labels of certain formula products carry 
statements such as “with added iron” or 
“low iron.” Such statements are already 
permitted under 3 107.10(b)(4), issued 
under the authority of section 412 of the 
act. 

5. Restaurant Foods 
Section 403(r)(5)(B) of the act states: 
Subclauees (iii] through (v] of 

subparagraph (Z](A] and subparagraph (Z)(B) 
do not apply to food which is served in 
restaurants or other estabtishments in which 
food is served for immediate human 
consumption or which is sold for sale or uw 
in such establishments. 

Section 403(r)(2)(A)[iii) through (v) of 
the act set forth certain labeling 
requirements and restrictions for foods 
bearing claims about choIestero1, 
saturated fat, and fiber. Section 
403(r)(Z)(B) of the act requires that the 
referral statement be on all foods that 
bear nutrient content claims. Although 
early versions of the bill that became 
the 1990 amendments exempted 
restaurant food from virtually a11 of the 
requirements for nutrient content claims. 
the statute, as it was passed, does not. 
As the legislative history states: 



’ l ’ Restaurants that use content 
descriptors in connection with the sale of 
food (for example, the use of the word “light” 
or “low. on a menu) must comply with the 
regulatione issued by the Secretary under 
403(r)pl)AHi). Restaurants would also be 
prohibited from stat@ the absence of a 
nutrient in food unless they complied with 
section 403(r](Z)(A)(ii). Iiowever, restaurants 
would be exempt from the disclosure 
requirements (listed above]. 
(Congressional Record H5841 @11y 30, lmO1. 

Therefore, the agency is propos.ing in 
Q 101.13(o)(5) that if a nutrient conient 
ciaim is used for food that is served in 
restaurants or other establishmenits in 
which food is served for immediate 
human consumption, or for food that is 
sold for sale or use in such 
establishments, the claim must be used 
in a manner that is consistent with the 
definition that FDA has adopted. 
However, the agency is also proposing 
to provide, under section 493(r)@:)(B) of 
the act, that such claims are exempt 
from the requirements for disclosure 
statements in proposed 00 101.13 (g) and 
(h). lol.!x(d), IOI.~Z(C), fd)[l](iiH<:), 
(dHNiiHC1, (413). (dH4HiiHC). and 
WWHC). 
6. Standards of Identity 

Section 493(r)[5)(C) of the act states 
that nutrient content claims that are 
made with respect to a food because the 
claim is required by a standard of 
identity issued under section 401 of the 
act shall not be subiect to section 
493(r)(Z)(A)(i) or (2)(B) of the act. Thus. a 
nutrient content claim that is nart of the 
common or usual name of a 
standardized food may continue io be 
used even if the use of the term in the 
standardized name is not consistent 
with the definition for the term that FDA 
adopts, or if FDA has not defined the 
term. Moreover, the label of the 
standardized food would not need to 
bear a statement referring consumers to 
the nutrition label. 

It is clear, however, that Congress did 
not intend section 493(r)(5)(C) of the act 
to imply in any way that any new 
standards issued under the act wlould be 
exempt from the provisions for nutrient 
content claims in part 101. Rather, 
Congress intended that this exemption 
would apply only to nutrient content 
claims made in the names of existing 
standards of identity. The House Report 
states: 

This exemption was necessarv onI\ 
because of 15e pre-existing Stan&d; fcr 
identity. To the extent that those standards 
provided deft&ions of content ctaimn that 
are different from the definitions in the 
regulations issued by the Secretaq under the 
bill. one basic purpose of the bill will be 
partially undermined. The Secretary has the 
authority to correct this problem by amendil~g 

the portions of the standards of identity 
pertaining to food labela to conform with the 
regulations issued under section a(r). 
(H. Rept. 101-538, supro, 22.) 

Therefore, the agency is proposing in 
ij 101.13(o)(6) that nutrient content 
claims that are part of the name of a 
food that was subject to a standard of 
identity on November 3,1999, the date 
of enactment of the 1999 amendments, 
are not subject to the requirements of 
Q 101.13(b), (g], and (h) or to the 
definitions in subpart D of part 101. 
Elsewhere in this issue of the Federal 
Register, FDA is publishing a proposal 
on the use of nutrient content claims and 
terms that are defined in standards of 
identity to name new foods. 
7. Use of Terms Defined in Respcnse to 
Petitions 

Sections 493(r)(4](A) (ii] and (iii) of the 
act authorize the agency to permit the 
use of certain types of claims in 
response to a petition, without requiring 
that the agency grant such approval by 
regulation. The claims covered by these 
sections are those made by use of a term 
that is consistent with a nutrient content 
claim defined by the agency, i.e., a 
synonym, or by an implied claim made 
as part of a brand name. The act sets 
forth specific timeframes and 
procedures for FDA’s handling of these 
petitions, which FDA is proposing to 
codify. 

As discussed below in section IV, 
FDA intends to list any approved 
synonyms in the regulation defining the 
underlying nutrient content claim. The 
regulations will be updated in the 
annual issuance of the CFR. On the 
other hand, because brand name 
approvals apply to individual firms, the 
agency intends to retain a separate, 
publicly available list of approved 
implied nutrient content claims that may 
be made as part of a brand name. 

The agency is proposing in 
8 101.13(o)(7) to recognize approved 
implied claims made as part of a brand 
name (e.g.. “healthy”) as exceptions to 
the general requirement in 0 191.13(b) 
that terms used in a nutrient content 
claim be defined by regulation, 
III. Definition of Terms 
A. Gemwd Appmach 

I. Use of Reference Daily Intakes and 
Daily Reference Values in Formulating 
Definitions 

In a proposed rule related to nutrition 
labeling (55 FR 29476, July 19,199@ FDA 
updated and revised the U.S. RD.4s used 
in food labeling and proposed to replace 
the term “U.S. RDA” with “RDI.” In the 
same proposal, the agency aleo 
introduced the term “DRY and 

proposed DRVs kr ei&t food 
compunen%s. The d DRVe fur 
totaI fat, saturated fatty acids, 
unsaturated fatty acids, carbohydrates, 
and fiber are baaed upon a diet of 2,350 
calories, wbicb is the pop&&on- 
adjusted mean of the recommended 
energy allowanoe for persons 4 or more 
years of age, as et&&ted based on the 
19th edition of the “Reconunanded 
Dietary Allowances” (Ref. 4). The DRVs 
for sodium, potassium, and cholesterol 
are, however, indepemient of calories. 
Throughout this notice, the term 
“calories” is used instead of the more 
precise term “kilocalories” beceuse of 
consumer fan&a&y with the former 
term. 

With the exceptions of the term 
“sugars free” and terms related to 
caloric levels in foods, the agency has 
limited the proposed definitions to 
nutrients for which there are proposed 
DRVs or RI&. This approach has the 
advantage of linking nutrient content 
claims to established reference values, 
thereby providing a consistent and 
quantitative baeis for defining terms. 
Additionally, because these reference 
values were determined using 
established scientific reports, such as 
the “Recommended Dietary 
Allowancea” (Ref. 4) as well as 
recognized consensus reports and 
dietary recommendationa such as the 
“Surgeon General’s Report on Nutrition 
and Health” (Ref. 2). “Diet and Health: 
Implications for Reducing Chronic 
Disease Risk’ report (Ref. 31, and 
“Dietary Guidelines for Americans” 
(Ref. l), claims are limited to essential 
nutrients and nutrients of pnblic health 
significance. 
2. Criteria for Definitions of Terms 

a. Serving size to evaluate nutriant 
content claims. FDA proposed 
standardized serving sizes for categories 
of foods in a proposed rule (55 FR 995’17, 
July 19,199O) to assure reasonable 
serving sizes and to provide for 
comparison among similar products. 
FDA said that these serving sizes, if 
adopted, would ensure that claims, such 
as “low cholesterol,” were the result of 
the characteristi.ca of &he food and not 
manipulation of the serving size. The 
agency stated that these standardized 
serving sizes would help to ensure that 
food label claims are not misleading to 
consumers. 

In the 1999 serving size document, 
FDA proposed that fcr any container 
with more than one serving, the 
proposed standard serving size would 
be used to determine the 
appropriateness of a nutrient content 
claim. For containers identified as II 
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single-serving containing 100 percent or 
less of the standard serving size, the 
agency proposed to evaluate the label 
claims based on the standard serving 
size. However, for single-serving 
containers containing more than 100 
percent but 150 percent or less of the 
standard serving, the agency proposeld 
to evaluate the claim on the basis of the 
entire content of the package. 

A majority of comments on FDA’s 
proposal supported the proposed basis 
for evaluating the appropriateness of a 
nutrient content claim. However, many 
food industry and trade organization 
comments objected to the proposed 
evaluation criteria. Such comments 
generally stated that the standard 
serving size, not the package content, 
should be used to evaluate nutrient 
content claims on all types and sizes of 
packages. Manufacturers pointed out 
that under the 1990 proposal on serving 
size, the same food product that could 
be labeled as “low sodium” on the basis 
of the standard serving size might not 
qualify for a “low sodium” claim when 
packaged in a single-serving container 
containing between 100 percent and 150 
percent of the standard serving. For 
example, an 8 fluid ounce (fl oz) 
container of skim milk containing 126 
mg of sodium would meet the criteria for 
a “low sodium” claim, but a IO fl oz 
container of the same milk containing 
158 mg of sodium would not. 

Because of the complexity of the 
issues with respect to serving size and 
the need to obtain additional public 
comment on the impact of the 1990 
amendments and the IOM report (Ref. 5) 
on this subject, FDA announced a public 
meeting to discuss issues related to 
serving size determination (56 FR 8084, 
February 28,1991). In the notice of the 
public meeting, FDA asked for 
comments about the role that serving 
size should play in defining nutrient 
content claims and asked for data to 
support any views presented. The public 
meeting was held on April 4,1991, and 
provided opportunity for both oral and 
written comments. 

In comments for this meeting, a 
manufacturer suggested that FDA 
establish reference serving sizes, and 
that both the reference serving size and 
the serving size declared on the label be 
used to evaluate the compliance with 
FDA criteria for nutrient content claims. 
The agency believes that this suggestion 
is a reasonable approach to regulating 
the use of nutrient content claims not 
only on single-serving containers but 
also on all other products when the 
serving size declared on the label differs 
from the reference standard [e.g.. 
products in discrete units such as 

muffins). Therefore, in the agency’s 
reproposal on serving sizes, published 
elsewhere in this issue of the Federal 
Register, FDA has set forth reference 
amounts customarily consumed per 
eating occasion (reference amounts) for 
131 food product categories (0 lOl.lz(b]]. 
In accordance with provisions of the 
1990 amendments that require label 
serving sizes to be expressed in common 
household measures, proposed 
0 101.9(b)(2) in the same document 
provides procedures for manufacturers 
to use in converting the reference 
amounts, generally in metric measures, 
to label serving sizes most appropriate 
for their specific products. 

In proposed 0 101.12(g) of that 
document, FDA is proposing that, if the 
serving size declared on the product 
label differs from the reference amount 
listed in proposed 8 101.12(b), both the 
reference amount and the serving size 
declared on the product label be used in 
determining whether the product meets 
FDA criteria for nutrient content claims 
as set forth in proposed subpart D of 
part 101. 

Consistent with proposed 0 101.12(g). 
FDA is proposing for nutrient content 
claims that all per serving criteria (e.g.. 2 
mg or less per serving for “cholesterol 
free” claims) will apply to the serving 
size declared on the product label and, 
where the label serving size and the 
reference amount differ, to the reference 
amount as well. Therefore, taking the 
preceding requirements and using skim 
milk as an example, the proposed 
reference amount customarily consumed 
for all beverages is 240 milliliters which 
is equivalent to 8 fl oz. When 
considering an 8 fl oz container, the 
reference amount and the label serving 
size are the same. Eight fl oz of milk 
contain 126 mg of sodium, and because 
the proposed definition for “low 
sodium” is 140 mg or less, the container 
could bear a “low sodium” claim. 

However, when considering a 10 fl oz 
container, the label serving size is larger 
than the reference amount. Ten fl oz of 
skim milk contain 158 mg of sodium, an 
amount exceeding the definition for 
“low sodium.” Therefore, while the 
amount of sodium in the reference 
amount of skim milk is within the 
definition, the amount of sodium in the 
labeled serving size is not. Hence, if this 
proposed rule is adopted, the 10 fl oz 
container could not bear a “low sodium” 
claim. 

While acknowledging the different 
treatment resulting from this approach, 
FDA tentatively concludes that it would 
be misleading’to allow claims based 
only on the reference amount since, 
particularly with single-serving 

containers, the consumer would be 
expected to consume the entire labeled 
serving size. Likewise, it would also be 
misleading to allow claims based only 
on the labeled serving size. If claims 
were defined in this way, manufacturers 
could manipulate serving sizes so that 
their products could bear a claim. 

In proposed subpart D of part 101. the 
agency is specifically providing that the 
quantitative criteria must be met “per 
label serving size and per reference 
amount customarily consumed.” Rather 
than complicating the discussions 
concerning proposed quantitative 
amounts in this preamble, however, 
FDA will abbreviate “per label serving 
size and per reference amount 
customarily consumed” as “per 
serving.” 

The agency had also considered as an 
alternative approach, defining nutrient 
content claims based solely on the 
amount of the nutrient in a specific 
amount of food, such as the amount of 
nutrient per 100 g of food. This approach 
has the advantage of presenting a 
nutrient content claim for a food in a 
way that is more consistent with 
labeling used internationally, and it may 
allow consumers a method to more 
readily compare very dissimilar foods. 
However, FDA does not believe that this 
approach alone is appropriate for the 
initial definition of descriptors. Foods 
vary greatly in weight or density and are 
consumed in various amounts depending 
upon their nature and use in the diet. 
The agency believes that content claims 
for certain nutrients, fat for example, 
could be misleading and not useful to 
consumers when applied equally to 100 
g of nuts and to 100 g of spinach. 
Therefore, FDA decided to not propose 
the amount of nutrient per specified 
weight of food as the primary basis for 
evaluating nutrient content claims, but 
as discussed in the following section, 
the agency will consider a weight-based 
criterion to preclude claims attributable 
only to small serving sizes. 

b. Need for criterion based on o 
designated weight. After reviewing 
comments received in response to the 
1989 ANPRM as well as analyses of food 
composition, FDA has tentatively 
concluded that in some cases an 
additional criterion to the amount of 
nutrient per serving is needed to prevent 
claims from betng misleading. The use of 
a criterion based on a serving is 
generally appropriate. but for a certain 
limited number of foods with small 
serving sizes, the use of the serving size 
criterion alone would allow claims on 
foods that are dense in a nutrient on a 
per weight basis but that have such 
small serving sizes that the food 

t 



qualifies for a content cIaim. For 
example, butter and some margarines 
contain 110-140 mg sodium per serving 
but contain as much as 900 mg per 100 g 
uE food. The agency considers this 
situation to be problematic because 
some of these foods may be consumed 
frequently during the day and. thus, 
ultimately make significant 
contributions to the diet despite their 
purporting to be limited in a particular 
nutrient. Furthermore, such claims may 
be counterproductive relative to 
educating consumers about the uutrient 
quality of foods. 

The use of an additional criterion 
based on the amount of a nutrient per 
specified weight of food is consistent 
with FDA practice. As provided in 
current 5 105.66(c), the agency has used 
an additional criterion based on a 
designated weight of food (i.e., 1 p) for 
the term “low calorie.” Recent analyses 
of available information on composition 
(modification of USDA’s Nutrient Data 
Base, Standard Reference Release 9 
(Ref. 6)) conducted by FDA indicate that 
for nutrients other than calories, there 
are foods that would meet a “low” 
criterion for amount per serving but still, 
on a weight basis, contain a substantial 
amount of the nutrient (Ref. 7). For 
example, assuming the use of a 
definition of “low fat” as less than or 
equal to 3 g per serving, a dessert 
topping that contains approximately 2 g 
of fat per serving would meet the 
definition of “low fat,” but contains as 
much as 25 g of fat per 100 g of food. 

Therefore, the agency is proposing to 
require that the definition of certain 
descriptors include an additional 
criterion based on the amount of 
nutrient per specified weight of food, 
specifically per 100 g of food. (For an 
instance in which the agency is not 
proposing to use this criterion, see the 
discussion of “low saturated fat” in the 
companion document on fat, saturated 
fat, and cholesterol claims.] while the 
agency has tentatively concluded that a 
weight-based criterion is not an 
appropriate criterion when used alone. 
in conjunction with the per serving 
criterion it helps to preclude the 
possibility of misleading claims 
attributable to small serving sizes alone. 

Despite the agency’s previous 
proposal to require an additiona I 
criterion based on percent dry weight 
for terms related to fat descriPtors (55 
FR 294563, FDA is not proposing to 
include percent dry weight as an 
additional criterion for any descriptor. 
Comments received by the agency in 
response to the 1089 ANPRM, at the 
public hearings on the ANPRM, and in 
response to the tentative final rule on 

cholesterol descriptors have persuaded 
FDA that the use of percent dry weight 
as an additional criterion would prevent 
the use of certain descriptors (e.g., “low 
fat”) on foods such as salad dressings 
modified to be low in fat as well as on 
certain vegetables that surpass the 
criterion established using percent dry 
weight because of high water conter& 
For instance, a radish contains 0.5 g of 
fat per serving and 0.5 g of fat per ‘100 g 
of food (Ref. 7) However, on the basis of 
percent dry weight it contains IO g per 
100 g of dry matter (Ref. 8). The agency, 
therefore, is not proposing to include a 
percent dry weight criterion in the 
definition of any nutrient content claim. 

c. Additiunol criteria FDA also is 
proposing to include additional elements 
in the definitions of certain specific 
claims in response to section 403 
(r)(Z)(A) of the act. For instance, the 
agency is proposing in the companion 
document on fat, saturated fat, and 
cholesterol descriptors to limit 
cholesterol content claims based on the 
amount of saturated fat present in the 
food (e.g., proposed 8 lUl.f3Z(d)(~)(i](S)). 
These additional criteria will be 
discussed in conjunction with the 
individual claims. 

3. Need for Consistency of Terms and 
Limited Number of Terms 

In reviewing the requirements of the 
1990 amendments, the agency has given 
considerable attention to the apparent 
need to develop a system of nutrient 
content claims that: (1) Is consistent in 
defiaitions, (z) is in keeping with public 
health goals, (3) can be used by 
consumers to implement dietary 
recommendations. 0ver the years, FDA 
has stressed the inrportance of 
consistent definitions and descriptive 
terms as a necessary requirement for 
effective education and for preventing 
misleading labeling (Ref. 9). The 
definition of more terms than is 
necessary to convey the qualities or 
characteristics of a feud relative to 
dietary recommendations has the 
potential to increase the difficulty of 
educating the public about the meaning 
and interpretation of nutrient content 
claims and could reault in food labels 
that are needlessly confusing to 
consumers. An approach that limits the 
number of defined terme is consistent 
with that advocated by a report of the 
Committee on the Nutritional Aspects of 
Food Standards, International Union of 
Nutritional Sciences (IIJNS) (Ref. 10). 
which stated that caution should be 
exercised to constrain the number of 
descriptors that are considere 1 
desirable. The IUNS Committee 
questioned the wisdom of more detailed 
descriptors because of the difficulties of 

consumer understanding of a plethora of 
such terms. 

Additionallv, as suggesied by the IOM 
report on nutrition labeling (Ref. 5). the 
use of consistent and targeted content 
claims increases consumers’ confidence 
in the validity of the claim. Consumer 
discussions that occurred as part of 
focus group activities recently 
conducted by the agency (Ref. 11) 
revealed that the current plethora of 
terms has caused consumers to conclude 
that nutrient content claims are not so 
much targeted claims intended to be 
used in selecting foods to meet dietary 
recommendations as they are merely 
marketing techniques used by the 
manufacturer to get the consumer’s 
attention and to sell a product. In these 
discussions, consumers stated that the 
frequent use and the number of terms 
currently appearing on food labels can 
result in “overload” and cause them to 
be skeptical of the vahdity of the 
statement. 

Alternatively, some have argued that 
flexibility in the use of terms facilitates 
consumer understanding by attracting 
attention to the message being 
delivered. In addition, this argument 
suggests that more defined terms or 
flexibility to use various terms to convey 
nutritional information encourages 
competition among products and fosters 
nutritional improvements in products. 
The agency solicits comment on how it 
can balance those goals of consumer 
understanding and competition. 

4. Synonyms 

As discussed above, section 
403(r)[Z)(A){i) of the act states that a 
nutrient content claim must be defined 
by regulation. In addition, section 
3(b)(l)(A)(ix) of the 1990 amendments 
provides that those regulations may 
include similar terms commonly 
understood to have the same meaning. 
Although the agency does not have a 
comprehensive list of such terms that 
are actually in use, some synonymous 
terms have been suggested. Some have 
argued that the use of theso terms 
defined by other label information. wi!l 
be useful to industry as well as 
consumers. 

In a letter of May 10.1992 (Ref. 12). 
the Grocery Manufacturers of America, 
Inc. (GMA) submitted a list of synonyms 
that it considered to be illustrative of the 
type of synonyms that could be used. 
The GMA list is set forth below for 
comment. 

NO 
free 
meanin&ss 
never a _____ (bit. trace. etc.] 
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“OM! 
not a - (bit, trace, etc.) 
not any 
zero 
Verv Low 
dab pinch 
dash slight 
hardly eny smidgen 
inconsequential tinge 
insinnificant tiny 
meager touch 
minimum trifling 
negligible trivial 
next to nothing very little 

LOW 

few 
little 

short 
small 

sigllificant 

edded 
consequential 
enhanced 
enriched 
fortified 
good souse 

goodness 
important 
meaningful 
aizeable 
SO”rce 
supplemental 

High 

Intense 
loaded 
lots 

major 
rich 

chief 
excellenl 
fantastKz 
finest 
grm t 
outstanding 

Very High 
predominant 
preeminent 
*“per 
superior 
temttk 

On the other hand, as stated above, 
the IOM has raised concerns that the 
proliferation of synonymous terms on 
food labels will be confusing to 
consumers who may believe that there 
are differences among the terms. 
Accordingly, and because of agency 
resource constraints and the strict 
t imeframes under which this rulemaking 
is being issued, FDA is only providing 
for similar terms for those descriptors 
that refer to absolute values such as 
“free” in these regulations. However, iif 
information submitted in comments 
substantiates that authorizing a number 
of synonyms will be useful and not 
misleading, FDA will include a range of 
synonymous terms in the final 
regulations. In addition, petitions 
requesting permission to use specific 
synonymous terms may be submitted 
after the procedural regulations 
proposed in this document become 
effective. 

8. Terms Describing the Level of o 
Nutrient 
1. “Free” 

a. Bockaround. Nutrient content 
claims, that a nutrient is absent from a 
food. have historically been considered 
to have the most relevance for persons 
on strict therapeutic diets. The agency is 
of the opinion that the inclusion of such 
Foods as part of a total daily diet would 

be useful to consumers attempting to 
limit their intake of certain nutrients in 
accordance with dietary 
recommendations. Furthermore, FDA 
believes that the ability to make claims 
describing a product as “free” of a 
particular nutrient would provide an 
incentive to manufacturers to make 
available alternative foods that will be 
helpful in meeting dietary 
recommendations. Finally, under section 
3(b)(l)(A)(I) of the 1990 amendments. 
FDA is required to define the term 
“free,” unless it finds that use of the 
terni would be misleading. 

The comments that FDA has received 
in response to the proposals that it has 
issued over the years to define the term 
“free,” as well as in response to the 1989 
ANPRM, have generally supported the 
use of this term in nutrient content 
claims. The IOM report on nutrition 
labeling, while not recommending a 
specific defixiition for this term, 
discussed its meaning in the overall 
context of nutrition labeling efforts and 
did not recommend against its inclusion 
as a nutrient content claim (Ref. 5). The 
IUNS Committee suggested that the term 
“free” was useful, and that the definition 
should be based on assuring the public 
that the food contributes truly 
insignificant amounts of the component 
to the diet (Ref. 10). Internationally, 
several countries including Canada have 
established definitions for nutrient free 
claims, including claims for calories and 
sodium. 

The agency is therefore proposing to 
define “free” for the following nutrients: 
total fat, cholesterol, sodium, sugars. 
and calories. FDA is proposing 
definitions for “free” for these nutrients 
because limiting the amounts of these 
nutrients in the diets of many 
individuals is of public health 
importance (Refs. 2 and 3). The terms 
“fat free” and “cholesterol free” are 
defined in the companion proposal 
published elsewhere in this issue of the 
Federal Register. 

b. Statutory limitations on 
circumstances in which an absence 
(‘Tree’/ claims may be made. For a food 
to be labeled as a [nutrient] free 
broduct]. under section 
403(r)(2)(A)(ii)(I) of the act, the nutrient 
must usually be present in the food or in 
a food that substitutes, as that term is 
defined by the Secretary (and by 
delegation, FDA), for the food. Under 
this provision, an appropriate absence 
claim would be “sodium free Italian 
bread” because Italian bread usually 
contains salt. In addition, beaten, frozen 
whole egg substitutes can be labeled as 
“cholesterol free.” Although thpse 
products inherently contain no 

cholesterol, they have been formula ted 
for use in cooking as a substitute for 
beaten whole eggs, which do contain 
cholesterol. 

FDA recognizes, however, that there 
may be some confusion as to the 
circumstances in which one food mav be 
considered to substitute for another 
food. Therefore, in 8 101.13(d), FDA is 
proposing to define when one food may 
be considered to substitute for another. 

F’DA is proposing that a substitute 
food is one that is used interchangeably 
with another food that it resembles in its 
physical characteristics (e.g., 
organoleptic properties and physical 
attributes) and in its performance 
characteristics (functional properties 
such as cooking and shelf life). Although 
FDA recognizes that substitute foods, 
such as substitutes for beaten whole 
eggs, may not be identical to the food for 
which they are a substitute, it believes 
that they should bear a substantial 
resemblance to that food and be able to 
be used like that food. (Substitutes for 
beaten whole eggs resemble beaten 
whole eggs and can be used in cooking 
like beaten eggs.) To the extent that a 
substitute food does not have the 
characteristics of the food for which it 
substitutes, FDA believes that that 
difference must be declared on the label 
or in the labeling of the substitute food, 
adjacent to the most prominent,claim as 
defined in 8 101.13(j)@)(ii). FDA is 
proposing to require that this 
declaration be made in proposed 
fi 101.13(d)(l). 

For example, some foods with altered 
fat content cannot be used in cooking. 
The disclaimer would, therefore. state, 
adjacent to the most prominent claim, 
“Not for use in cooking.” The agency 
tentatively concludes that information 
about such a difference is material 
under section 201(n) of the act because 
it bears on the consequences that may 
result from the use of the food. and that 
the substitute would be misbranded 
under section 403(a) of the act if the 
difference is not declared. To ensure 
that the disc!aimer is presented with 
appropriate prominence. the agency is 
proposing in 0 lt?l.l3(d)(2) that it be in 
easily legible print or type, no less than 
one half the size of the descriptive term 
(see section I1.C. above). 

In addition, the substitute food should 
lot be nutritionally inferior, as defined 

1 $101.3(e)(4). to the food for which it 
substitutes. However, some foods, to 
meet the definition of the descriptive 
term for a particular nutrient, may be 
nutritionally inferior. Under 8 101.3(e). 
these foods must be labeled as 
“imitation” foods. FDA believes that 
identifying imitation foods that meet the 

i 
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descriptor definition may provide a 
benefit to the consumer, even though 
they are nutritionally inferior. Therefore, 
FDA tentatively concludes that such 
foods should be allowed to bear the 
appropriate nutrient content claim as 
long as they are appropriately labeled. 

Section 403(r)(2)(A)(ii)(Il) of the act 
states that absence (i.e., “free”) claims 
may be made for foods if FDA allows 
such claims based on a finding that the 
claim would assist consumers in 
maintaining healthy diets, and the claim 
discloses that the nutrient is not usually 
present in the food. 

FDA believes that highlighting that a 
food is free of a nutrient can help 
consumers maintain healthy dietary 
practices whether the food is inherently 
free of that nutrient or is processed to be 
that way. Furthermore, FDA surveys 
have shown that consumers want 
nutrient content claims and use them in 
making food selections, and that many 
respondents reported difficulty in 
understanding the quantitative 
information presented in nutrition 
labeling (Ref. 13). In addition, 
descriptive terms that highlight positive 
nutritional attributes (such as “fat free”) 
help to educate consumers on the 
intrinsic properties of foods (Refs. 14 
and 15). FDA believes that the 
definitions in this proposed rule respond 
to consumers’ needs. Therefore, FDA 
has tentatively concluded that it is not 
necessary to limit absence or “free” 
claims to foods in which the nutrient is 
usually present or that substitute for 
foods that usually contain the nutrient. 

However, the unqualified use of the 
term “free” on foods that are inherently 
free of a nutrient can be misleading 
because such terminology would imply 
that the food has been altered or 
specially processed or formulated to 
reduce‘ the nutrient as compared to other 
foods of the same type. Accordingly, 
FDA is proposing for calories in 
8 1016O(b)(l)(ii) and for sodium in 
Q lOL6O(b)(l)(ii) to require that if a food 
is free of a nutrient without the benefit 
of special processing, alteration, 
formulation, or reformulation to lower 
the content of the nutrient, the relevant 
claim must refer to all foods of that type 
and not merely to the particular brand to 
which the labeling is attached. The 
agency is proposing a similar 
requirement for foods that are inherently 
fat or cholesterol free in the companion 
document published elsewhere i.n this 
issue of the Federal Register. For 
example, many fruits and vegetables 
would meet the definition for the term 
“fat free.” If the agency adopts its 
proposed approach, a “fat free” claim on 
broccoli would have to be made as 

“broccoli, a fat-free food.” FDA is 
proposing a similar rule if a food is 
inherently “low” in a nutrient. 

This requirement is consistent with 
the general policy on nutrient content 
claims set forth in current Q  10566(c)(2) 
for low calorie foods, with that on “free” 
and “low” claims discussed in the 
preamble to the final rule on sodium 
claims (49 FR 15510 at 15517). and with 
that proposed in Q 101.25 (a)(2)(i) and 
(a)(2)(ii) of the tentative final rule for 
both “free” and “low” cholesterol claims 
(55 FR 29456). The agency believes that 
this requirement is necessary to prevent 
the consumer from being misled by an 
implication that a particular food has 
been altered to lower its fat content, for 
example, when in fact, all foods of that 
type are naturally free of, or low in, fat. 
Therefore, it is proposing such a 
requirement in 8 101.13(e)(2). 
Conversely, FDA is providing in 
proposed Q 101.13(e)(l) that if a food has 
been specifically processed, altered, 
formulated, or reformulated to remove 
the nutrient from the food, it may reflect 
this fact by using the terms “free” or 
“low,” as appropriate,. before the name 
of the food. 

FDA is aware that the effect of 
proposed 0 101.13(e)(2) will be to allow 
to allow “free” or “low” claims on foods 
that do not usually contain, or are 
usually low in, the nutrient (e.g., “Brand 
A soft drink, a fat-free food”). However, 
for the reasons stated above, the agency 
believes that this course is the 
appropriate one. FDA specifically 
requests comments on this aspect of its 
proposal. 

c. How definitions of ‘free “for 
nutrients were derived. In arriving at the 
proposed definitions for “free,” the 
agency chose the level of the nutrient 
that is at or near the reliable limit of 
detection for the nutrient in food and 
that is dietetically trivial or 
physiologically inconsequential. This 
approach is consistent with that used by 
the agency in the past for defining 
“free.” FDA established a policy of 
using “free” as a descriptor of 
physiologically insignificant components 
when it adopted the regulation for 
sodium descriptors (49 FR 15510, April 
3 8,1964). This approach is also 
consistent with the comments and 
recommendations submitted to the 
agency in response to the 1989 ANPRM. 

The claim “(mtrient) free” is a 
representation that the food does not 
contain the nutrient. The agency 
believes that this representation can be 
made in good faith if the food inherently 
contains very small amounts of the 
nutrient because the amount present is 
physiologically insignificant. Such a 

representation cannot be made in good 
faith, however, if the manufacturer 
intentionally adds the nutrient to the 
food as an ingredient. In such 
circumstances, even though the nutrient 
might not be of dietary consequence, it 
is obvious when reading the ingredient 
statement that it has been added. The 
agency has received comments, 
including a letter from the state attorney 
general from Minnesota, writing on 
behalf of eight other state attorneys 
general, expressing the view that such 
labeling is misleading to consumers (Ref. 
16). Thus, FDA tentatively concludes 
that representing the food as free of the 
nutrient when the nutrient is 
intentionally added, even at very small 
amounts, would cause confusion and be 
false and misleading under sections 
201(n) and 403(a) of the act. To reflect 
this tentative conclusion, the agency is 
proposing to add an additional 
ingredient-based criterion to definitions 
for “free” for sugar and sodium, as 
discussed below and for fat, as 
discussed in the companion document 
on fat, saturated fat, and cholesterol that 
a product may not be labeled as free of 
a nutrient if that nutrient is added as an 
ingredient. However, some have 
suggested that this distinction creates a 
discrepancy between naturally 
occurring “insignificant” amounts and 
those that are added. 

As an alternative approach, it would 
be possible to allow “free” claims even 
though the nutrient is added, if the label 
includes a disclosure statement in 
association with the claim 
acknowledging the addition of the 
nutrient. In order for the claim to be not 
misleading, such a disclosure statement 
would need to be prominent and 
immediately adjacent to the claim each 
time it is made. Such a disclosure might 
state, “An insignificant amount of fat 
has been added to this product as an 
ingredient.” This approach was 
suggested by the Minnesota Attorney 
General, as an alternative if FDA 
determined that it was not feasible to 
prohibit nutrient free claims on products 
that contained a very small amount of a 
nutrient added as an ingredient (Ref. 16). 
The agency solicits comments on 
whether nutrient free claims should be 
allowed on products that contain a very 
small amount of the nutrient as an 
ingredient if such products provide an 
appropriate disclosure statement and, if 
so, what such a disclosure statement 
should be. 

The agency points out that, although a 
product would not be allowed to call 
itself “free” of a nutrient if a 
manufacturer intentionally added the 
nutrient to the food as an ingredient, 
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under the regulations as proposed, the 
label could make other positive, true, 
nonmisleading statements about the 
product such as how little of the nutrient 
is actually in the product. For example, 
if a manufacturer found that it was 
necessary to add a very small amount of 
fat to a product to assure that the 
product was palatable to consumers, the 
label could make a statement reflecting 
the amount of fat in the product 
provided that that amount of that 
nutrient could meet the definition for 
“low fat.” Such a statement might be: 
“contains less than % g of fat per 
serving,” or if accurate, “99 percent fat 
free.” This labeling is consistent with 
8 101.13(i) which states that, in addition 
to statements about the percent of a 
vitamin or mineral in a food relative to 
the RDI. the label or labeling of a 
product may contain a statement about 
the percent or amount of a nutrient that 
implies that the food is high or low in a 
nutrient if the food actually meets the 
definition for either “high” or “low” as 
defined for the nutrient that the label 
addresses. 

In addition, the label or labeling of a 
product may bear a variety of other 
positive statements about the product 
such as the product is “low.” or in the 
case of sodium, “very low,” in the 
nutrient or that the amount of the 
nutrient in the food is reduced, if that is 
the case, or that there is less of the 
nutrient in the product than in some 
other product. 

FDA is not proposing to include a 
criterion that is based on the amount 01 
the nutrient per 100 g of food for the 
term “free.” FDA considered the need to 
include this criterion and has tentatively 
concluded that because the level of eac:h 
nutrient must be so low to qualify for a 
“free” claim as to be physiologically 
insignificant. even frequent consumption 
of such foods would not be sufficient to 
have any meaningful affect on the 
overall diet. For example, the proposed 
definition for “sodium free.” discussed 
below is, an amount in a food equal to 
or less than 5 mg of sodium per serving. 
If a “sodium free” food were consumed 
as often as twenty times a day, the 
intake of sodium from “sodium free” 
foods would be no more than 100 mg of 
sodium, and it would likely be less. 
Civen the proposed Daily Reference 
Value (DRV) for sodium of 2.400 mg per 
day, this intake of sodium would 
constitute less than S percent of the DRV 
and cannot be considered stibst::ntial or 
of physiological significance. 

Additionally, consistent with the 
regulations on “free” claims that it has 
issued (current 21 CFR 101.13(a)(l)]. 
FDA is proposing in the supplementary 

nutrition labeling proposal that foods 
meeting the criterion for “free” may 
declare the nutrient content as “zero” on 
the nutrition label. Such a declaration 
will prevent the confusion that would 
result if quantitative declarations other 
than zero were made on foods bearing 
nutrient-free clnims. While some 
comments have suggested that the term 
“free” will mislead consumers into 
believing that a food so labeled is 
completely without the nutrient, the 
agency tentatively concludes that no 
harm will result because the foods that 
would be eligible to be labeled with this 
term contain a trivial amount of the 
nutrient compared to the total dietary 
intake of the nutrient for any particular 
individual. 

d. Synonyms for “free”. FDA is 
proposing to allow the use of the terms 
“no,” “zero, ” “trivial source of,” 
“negligible source of,” and “dietarily 
insignificant source of,” as synonyms for 
the term “free.” For example, a food that 
meets the criterion for “sodium free” 
could also be labeled with the terms “no 
sodium” or “zero sodium.” As discussed 
above, the agency is concerned about 
the proliferation of synonymous terms 
because of the potential to confuse and 
mislead consumers. However, the 
agency does not believe that there is 
potential for consumers to misinterpret 
the terms “no” or “zero.” and therefore 
the agency is proposing to provide for 
the use of these specific synonyms. The 
agency requests comments on whether 
consumers commonly understand the 
meaning of all these terms and whether 
they are synonymous. 

8. Specific definitions--i. “‘Sodium 
free” and terms related to salt. In its 
1984 regulation on sodium descriptors 
(21 CFR 101.13). FDA defined a “sodium 
free” food as one containing less than 5 
mg of sodium per serving. FDA 
established this definition to ensure that 
a food that met it would contribute only 
a trivial amount of sodium to the total 
diet for all individuals (49 FR 15510). 
Furthermore, while the agency 
recognized that it would be almost 
impossible to consume a diet consisting 
of nothing but “sodium free” foods, it 
stated that availability of such foods 
would be helpful in balancing the 
sodium intake from foods that 
necessarily contain larger amounts of 
sodium. According to FDA’s 1988 Diet 
and Health Survey [Ref. l’i), sodium 
remains the most commonly mentioned 
component that consumers try to avoid 
in their diet. Moreover, the recent 
National Food Processors Association 
survey on food labeling (Ref. 18) 
reported that 88 percent of shoppers felt 

label information on sodium was either 
somewhat or very important. 

The agency is proposing to 
redesignate existing 5 101.13 (21 CYR 
101.13) as Q 101.61 and to retain in 
paragraph (b)(l) of that section, the 
definition of “sodium free,” as less than 
5 mg of sodium per serving. The agency 
believes that this definition is consistent 
with the concept of a dietetically trivial 
amount in foods and is unaware of any 
evidence that would suggest that this 
definition should be changed. 

Some comments on the 1989 ANPRM 
suggested that an additional criterion. 
such as 5 mg per 100 g of food, be 
included in the “sodium free” definition 
to avoid categorizing foods as “sodium 
free” when the serving size is small and 
consumption may be frequent. However. 
as discussed above, FDA is not 
proposing a second criterion for the use 
with definitions for “sodium free.” The 
intake of foods containing less than 5 mg 
sodium, even if frequent, is unlikely to 
contribute a meaningful amount of 
sodium to the overall diet. 

As mentioned above, FDA believes 
that ihe label of a food that bears a 
“(nutrient) free” claim can be 
,oisleading if that nutrient is also 
declared as an ingredient in the 
ingredient list. Most consumers 
recognize that salt is a significant source 
of sodium in foods, and the agency is 
aware that the terms “salt” and 
“sodium” may be used interchangeably 
by many consumers. Yet some 
consumers may not have a clear 
understandjng of the difference between 
these two terms. These terms are not the 
same. Sodium chloride. or common table 
salt, contains almost 40 percent sodium 
and is only one of several sources of 
sodium in the diet. Other common 
sources of sodium include baking 
powder (sodium aluminum sulfate). 
monosodium glutamate, and baking 
soda (sodium bicarbonate]. There are 
numerous other sodium compounds 
commonly used as ingredients, but their 
use is at such low levels that they are 
correctly perceived as not contributing 
significantly to dietary intake of sodium, 
e g., sodium citrate and sodium bisulfite. 

The agency is proposing in 
$ lCl.6l(b)(l)(ii) to include in the 
definition of “sodium free” that the food 
m& not contain added salt (i.e., sodium 
chloride] or an added ingredient that 
contains sodium. This provision is based 
on ?he agency’s view that, as discussed 
above, consumers would be confused by 
the presence of a “sodium free” claim on 
a food with, for example, sodium citrate 
declared in the ingredient list. This 
provision is consistent with proposed 
definitions for f:;t and sugar. While FDA 
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recognizes that the use of trivial 
amounts of sodium-containing 
compounds included for flavor or 
preservation purposes is not likely to 
have a meaningful impact on the overall 
sodium content of the diet, the agency is 
concerned that consumers will note the 
presence of these ingredients in ihe 
ingredient list and be confused as to the 
significance of the “sodium free” claim. 
FDA, however, specifically requests 
comments concerning the 
appropriateness of restricting 
ingredients in foods making sodium free 
claims and of the alternative approach 
of allowing the claim in the presence of 
an appropriate disclosure statement. 

In the nast. FDA has defined or 
provided conditions for the use of “salt 
free” and other terms containing the 
word “salt” 5 lOl.?3(b)), so as to prevent 
the terms from being misleading to 
consumers. The agency has said 
elsewhere in this document that 
statements about an ingredient that lead 
one to make an assumption about the 
level of a nutrient are implied nutrient 
content claims which are not being 
defined at this time. Salt is an 
ingredient, and thus claims concerning 
salt content could be considered to be 
implied nutrient content claims. 
However, FDA is tentatively proposing 
to retain the current provisions for the 
use of the term “salt” in a somewhat 
modified form in 0 101.61(c). 

The agency believes that because of 
the confusion between “salt” and 
“sodium,” any food bearing the claim 
“salt free” must meet the definition of 
“sodium free.” Therefore, the agency is 
proposing this requirement in 
Q 101.61(c)(1). 

In 8 101.61(c)(Z), FDA is proposing to 
define the terms “without added aalt,” 
“unsalted,” and “no salt added,” which 
are currently defined in 0 $01.13(b). 
These terms may be used only if no salt 
is added to the food during processing 
but is added to the food for which the 
food that bears the claim will substitute 
(e.g., peanuts). In addition, in response 
to a comment, the agency is proposing to 
require a declaration on the food label 
that the food is not sodium free, if that is 
in fact the case, to avoid misleading 
consumers when claims that a food is 
unsalted or contains no added salt are 
made. 

This proposed declaration is 
consistent with current FDA regulations 
(21 CFR 105.66) concerning the use of the 
term “sugar free.” The concern that 
consumers could interpret this term as 
an indication that a food is low in 
calories prompted the agency to require 
that any food not low or reduced in 
calories but making a statement about 
the absence of sugar must bear a 

statement that it is not a low calorie or 
reduced calorie food. 

ii. Sugars @e. Several comments 
received by the agency in response to 
the 1989 ANPRN and public hearings 
suggested a need for the agency to 
define descriptor terms for the absence 
of sugar or sugars. The ION report on 
nutrition labeling (Ref. 5) also 
recommended that FDA define 
descriptor to be used for the sugar 
content of foods. 

(a) Regulatory history: “Sugar” and 
“Sugars”. FDA has traditionally held 
that the term “sugar” in an ingredient 
list means “sucrose” and does not 
include other sugars. In 1974, FDA 
proposed to permit the term “sugar” to 
also include invert sugar (39 FR 20888). 
The agency withdrew that proposal on 
June X,1991(56 FR 28592 at 28607) and 
at the same time denied a request to 
allow the term “sugar” in the ingredient 
list to include glucose and fructose 
(including high fructose corn syrup). 
“Sugar” is defined in 21 CFR 184.1854 
(53 FR 44870, November 7,1988). That 
regulation states that the terms 
“sucrose,” “sugar, ” “cane sugar,” and 
“beet sugar” are appropriate names for 
sucrose. Therefore, in the ingredient list, 
the term “sugar” is limited to sucrose. 

FDA addressed the issue of the use of 
the terms “sugar free,” “sugarless,” and 
“no sugar” in its July 19,197~ findings of 
fact and tentative order on label 
statements for special dietary foods (42 
FR 37166). At that time, the agency 
stated that consumers may associate the 
absence of sugar with weight control 
claims and with foods that are low 
calorie or that have been altered to 
reduce calories significantly. The agency 
concluded that any food making a 
statement about the absence of sugar 
would have to bear a statement that the 
food is not low calorie or calorie 
reduced, unless the food is a low or 
reduced calorie food. The agency stated 
that without this disclosure, some 
consumers might think the food was 
offered for weight or calorie control. 

Evidence had been introduced at the 
public hearing on special dietary food 
regulations to show that the “sugarless” 
claim is useful to identify foods like 
chewing gum, which is in sustained 
contact with the teeth, in which the use 
of a sweetener other than a fermentable 
or cariogenic carbohydrate may not 
promote tooth decay. 

In the final rule on label statements 
for special dietary foods published in 
the Federal Register of September 22, 
1978 (43 FR 43248). FDA required a 
statement that a food is not low calorie 
or calorie reduced (unless it is in fact, a 
low or reduced calorie food) when a 
“sugar free,” ” sugarless,” or “no sugar” 

claim is made for the food. The agency 
also allowed for the use of alternative 
statements, such as “not for weight 
control” and “useful only in preventing 
tooth decay.” The statements that the 
food is not low calorie or not useful for 
weight control were needed because the 
term “sugar free” meant only that the 
food was sucrose free. A “sugar free” 
food could contain other, fermentable 
carbohydrates. 

More recently, in a 1981 report in 
entitled “Task Group Report on 
Nutrition Labeling of Sugars,” a special 
task group comprised of representatives 
from FDA, USDA, and FTC developed 
guidelines for labeling of sugars in food 
products (Ref. 19). These guidelines 
were intended to serve as the criteria 
necessary to develop regulations for 
quantitative sugars labeling. The tri- 
agency task group concluded that 
quantitative label declarations for 
sugars should be based on the content 
(by weight) of total sugars, both added 
and naturally-occurring. They defined 
“total sugars” as the sum of all mono- 
and oligosaccharides through four 
saccharide units and their derivatives, 
such as sugar alcohols. 

During the last several years, FDA has 
sent letters to food manufacturers that 
have set forth agency policy on the use 
of the term “sugar free.” In a 1988 
memorandum (Ref. 20) and 
memorandum of telephone conversation 
(Ref. ZOa), the agency addressed the 
question of whether a “sugar free” claim 
would be considered appropriate for a 
food containing maltodextrin as an 
ingredient (e.g., a popsicle). FDA 
responded that, based on the 
recommendations of the t&agency task 
group, a food product with a substantial 
amount of maltodextrin as an ingredient 
most likely would be considered 
misbranded if it bears a “sugar free” 
claim because while it may contain no 
added sucrose, it still contains 
significant amounts of indigenous sugars 
and sugars other than sucrose. FDA also 
responded (Ref. 21) to a question 
concerning the appropriateness of a 
“sugar free” claim on a product 
containing polydextrose by noting that 
at least 10 percent of polydextrose [by 
weight) qualifies as “sugar” and thus is 
subject to the same guidelines as 
specified for maltodextrin. 

In mid-1989, FDA responded to a 
question about the appropriateness of a 
“sugar free” claim for a product 
sweetened with a nonnutritive 
sweetener but that contained lactose, 
polydextrose, sorbitol, and mannitol 
(Refs. 22 and 23). The agency pointed 
out that 5 105.66(f)(1) states that 
“[C]onsumers may reasonably be 
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expected to regard terms that represent 
that the food contains no sugars or 
sweeteners, e.g., ‘sugar free,’ ‘sugarless,’ 
‘no sugar,’ as indicating a product which 
is low in calories or significantly 
reduced in calories.” Noting that the 
statement in 0 105.66 says “no sugars or 
sweeteners,” FDA concluded at the time 
that the absence of ingredients that, 
generically, are sugars or nutritive 
sweeteners is basic to a “sugar free” 
claim. Because lactose, polydextrose, 
and sugar alcohols are sugars or 
nutritive sweeteners, the agency could 
not conclude that the product was 
“sugar free.” 

Finally, in response to the 1996 
amendments, FDA is publishing 
elsewhere in this issue of the Federal 
Register a supplementary proposal on 
nutrition labeling in which the agency is 
proposing a chemical definition for 
sugars and providing for the mandatory 
declaration of the sugars content of 
foods. FDA is proposing to define 
“sugars” as the sum of all free mono- 
and oligosaccharides (and their 
derivatives) that contain four or fewer 
saccharide units and to include sugar 
alcohols in that definition. However, 
FDA is proposing to permit a separate 
declaration of the amount of sugar 
alcohols on a voluntary basis. This 
definition of “sugars” is consistent with 
the guidelines developed by the tri- 
agency task group on sugars labcling 
(Ref. 19) 

FDA is not, however, proposing a 
DRV for sugars because the leading 
consensus reports have not provided e 
quantitative recommendation for the 
in!ake of sugars. 

Thus, in the ingredient label, the term 
“sugar” is limited to sucrose, and the 
agency is proposing to use the broadex 
term “sugars” in the nutrition label. 

(b) Need for change. In considering 
the appropriateness of defining the term 
“sugar free,” the agency took into 
account the guidelines and regulations 
that it has developed on this term, the 
current and proposed definitions for 
“sugar” and “sugars,” and the potential 
for the term “sugar free” to be 
misleading. The agency has received a 
comment indicating that this term, when 
used to refer to the absence of only 
sucrose, may be misleading to 
consumers, even though the nutrition 
labeling will list calorie content. 
Furthermore, the dietary guidelines 
issued jointly by DHHS and USDA 
stipulate that Americans should “use 
sugars only in moderation” and define 
“sugars” as table sugar (sucrose), brown 
sugar, raw sugars. glucose (dextrose), 
fructose, maltose, ‘lactose, honey, syrup, 
corn sweeteners, high-fructose coz 

syrup, molasses, and fruit juice 
concentrate (Ref. 1). 

The 1978 rule concerning the use of 
the term “sugar free” centered around 
sucrose or table sugar. However, more 
recent FDA regulatory policy, based 
primarily on the tri-agency report on 
sugars labeling, has specified clearly 
that the agency considers the term 
“sugar free” to be most appropriate for 
foods that do not contain sugars or 
nutritive sweeteners, although FDA has 
not addressed this issue specifically for 
food products such as chewing gum 
sweetened with sugar alcohols which 
may be useful in not promoting dental 
caries. As stated above, the proposed 
definition for “sugars” for nutrition label 
purposes includes not only mono- and 
oligosaccharides but also sugar alcohols 
(56 I% 28592) 

Given the consumer interest in the 
sugars content of food, the fact that 
current dietary guidelines recommend 
that consumers “consume sugars in 
moderation” (Ref. l), and the agency’s 
longstanding practice of providing for 
the use of a descriptive term intended to 
indicate the absence of sugar in some 
form, FDA is tentatively proposing to 
define the claim “sugars free” in 
3 101.66(c). FDA is defining this term to 
mean the absence of total sugars rather 
than the absence of sugar (i .e., sucrose). 

The agency considers it important for 
nutrient content claims to be consistent 
with the nutrition label, which serves as 
a source of specific inFormation for 
consumers concerning the nutritional 
value of the food. As stated above, the 
agency has proposed to require that the 
nutrition label contain information on 
the sugars content. FDA is concerned 
that there would be potential for 
confusion if the nutrient content claim 
were to use the term “sugar,” and the 
nutrition label were to specify 
information using the term “sugars.” 
Such a discrepancy could make it more 
difficult to implement education efforts 
pertaining to label information. 

The need for consistency is supported 
by the IOM report on nutrition labeling 
(Ref. 6). The report highlights the 
importance of the content claims on the 
principal display panel being supported 
by the quantitative values listed in the 
nutrition information panel. 
Furthermore, “sugars free” is consistent 
with the terminology used in 
government dietary recommendations, 
specifically “Nutrition and Your Ilealth, 
Dietary Guidelines for Americans” (Ref. 
I), which advise that sugars should be 
consumed in moderation. 

The agency acknowledges that it has 
been a common practice to use the term 
%unar free” rather than “sugars free,” 

but FDA believes that the term “sugars 
free” is more appropriate for the reasons 
stated above. The agency believes that 
anticipated education efforts to assist 
consumers in interpreting the nutrition 
label (including the term “sugars”) will 
improve consumer understanding of the 
term “sugars free.” Furthermore, even if 
consumers continue to interpret the term 
“sugars free” as synonymous with 
sucrose free (i.e.. “sugar free”), 
consumers will not be misled or harmed 
because a “sugars free” food will in fact 
be sucrose free. 

(c) Definition. FDA is proposing to 
define “sugars free” as less than 0.5 g of 
sugars (i.e., all free mono- and 
oligosaccharides and their derivatives 
that contain four or fewer saccharide 
units as well as sugar alcohols) per 
serving. In defining the term, the agency 
considered both the amount that would 
be trivial from a dietary intake 
perspective as well as that level that 
could be reliably detected using 
available laboratory methodologies. In 
the supplemental nutritional labeling 
proposal, FDA proposed that analytical 
values for sugars content that are less 
than 0.5 g per serving could be declared 
as zero on the nutrition label. On this 
basis, FDA is proposing in 
3 161.66(c)(l)(i) to define “sugars free” 
as containing less than 0.5 g sugars per 
serving. 

In the past, FDA has not provided a 
definition for the term “sugars free” 
relative to its use in managing or 
planning diabetic diets, although the 
agency has provided for the use of 
certain declarative statements so as to 
avoid confusion among persons with 
diabetes (0 105.67). Recently, the 
American Diabetes Association [ADA) 
issued a policy on the use of caloric 
sweeteners in recipes and foods 
intended for use by diabetics (Ref. 24). 
The new policy is more liberal than 
previous policy concerning the inclusion 
of caloric sweeteners in diabetic diets. 
The permitted intake of sucrose, honey, 
molasses, and other caloric sweeteners 
is 1 teaspoon per serving size. This 
amount of sweetener is equal to 
approximately 4 g of sugar per serving. 

The proposed definition for “sugars 
free” is less than or equal to 6.5 g per 
serving, well below the 4 g amount 
suggested by ADA. Thus, the use of the 
term is not contradictory to current 
recommended diabetes management 
practices. However, the agency wishes 
to emphasize that definitions of nutrient 
content claims do not specifically 
address issues related to diabetes 
management, and that diabetes 
management should not be based solely 
on the consumption of “sugars free” 
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foods. Rather, diet planning for diabetics 
should encompass the entire diet .and be 
supervised by a trained professional. 

The agency believes that the amount 
(If sugars allowed in a food bearing a 
“sugars free” claim is so small ths.t even 
freyuent consumption of such a food 
will not result in an intake of sugars that 
would affect the overall diet in any 
meaningful way. Therefore, FDA is not 
proposing an additional criterion based 
on the weight of the food. 

However, the agency is proposing a 
criterion in the definition of “sugars 
free” to prevent the use of the term on 
the labels of products to which a sugar 
has been deliberately added (proposed 
5 lOl6O(c)(l)(i)). Despite the fact that 
these foods can meet the criterion of 
“sugars free,” confusion could occur if 
the ingredient list for a food bearing the 
term included any sugars delibera teiy 
added. Therefore, the proposal states 
that to bear a “sugars free” claim, no 
ingredient in the food can be an added 
sugar. As stated in previous sections, 
the agency solicits comment on the 
appropriateness of this policy. 

Finally, FDA continues to believe that 
any food that bears a statement about 
the absence of sugars should bear a 
statement indicating that the food is not 
low calorie or calorie reduced unless the 
food meets the requirements for a low or 
reduced calorie food. Without this 
disclosure, some consumers might think 
the food was offered for weight or 
calorie control. As discussed above, this 
requirement is elready established in 
$ 10566(f) and will be recodified as 
I 101.66 (c)(l)(iii)(A) and (c)(l)(iii)(R). 

(0) Sugar alcohols. The agency 
acknowledges that this approach for 
defining “sugars free” would preclude 
the use of the term on certain products 
such as chewing gums that contain sugar 
alcohols (also known as polyols) a:3 

nutritive sweeteners and have for some 
time stdted on the label the potential 
benefit of their product in not promoting 
tooth decay. 

The agency is concerned that these 
products serve a useful purpose in that 
they offer an alternative to chewing 
gums that contain sucrose. FDA also 
believes that there is some benefit ‘to the 
censumcr in label statements that 
identify these gums by noting the 
difference in the two types of products. 
,iccordingly, the agency believes that 
gums containing no sucrose may 
continue to be able to bear the terms 
“sugar free.” ‘sugarless,” and “no 
sug;x” aloa rith the other statemeutn 
currently required in 5 105.66(fj. ‘Jbe 
agency 1s therefore proposing in 
!4 101.13(o)(8) to permit these products to 
continue to bear sugar free claims 
provided that the label also bear, when 

the food is not low or reduced calorie, a 
statement such es “Not a reduced 
calorie food, ” “Not a low celorie food,” 
“Not for weight control,” or “Oseful 
Only in Not Promoting Tooth Decay.” 
As has been required in 5 10566(f), this 
term should be immediately adjacent to 
the claim each time it is used. 

However, the determination of the 
usefu!ness in not promoting tooth decay 
of gums sweetened with sugar alcohols 
was based on data that are now over 2Q 
years old. The agency intends to 
reevaluate this determination in light of 
new date end current scientific criteria. 
The agency solicits comments 
specifically on whether the terms “sugar 
free,” ” sugarless,“ end “no sugar” on 
chewing gum would be confusing in light 
of the total sugars declaration in the 
nutrition label end on whether those 
terms may be useful in spite of any such 
confusion. In addition, the agency 
specifically solicits data on the effects of 
consumption of these sugar alcohols and 
on any other types of products that 
should be included in the exemption in 
proposed 0 101.13(o) (8). 

(e) Synonyms. In 0 105.66(f). the 
agency provided’for the use of the term 
“sugarless” as well as “sugar free” and 
“no sugar.” However, as specified 
earlier in the introductory section, the 
agency is proposing to allow five terms 
es synonyms for “sugars free.” The 
agency is proposing these terms in 
0 101.60(c). However, the agency is 
proposing not to provide for use of 
“sugarless” for severe1 reasons. To be 
consistent and thus synonymous with 
“sugars free,” the term defined would 
have to be “sugarsless.” The agency 
believes that the synonyms defined are 
sufficient to advise consumers of the 
absence of sugars in e food, end that 
there is no need to define additional 
terms at this time. 

(f) Unsweetened, no added 
sweetenem In the September 22.1976 
finai rule on label statements for special 
dietary foods (43 FR 43246). FDA also 
addressed the terms “unsweetened” and 
“no added sweeteners.” The agency 
concluded they were factual statements 
about the organoleptic properties of the 
foods. FDA is not aware of any reason 
to change this view. Therefore. unlike 
the term “sugar free,” these terms, when 
used for foods with apparent inherent 
sugars content (such es juices], are not 
subject to the requirements of section 
403(r) of the act for nutrient content 
claims. FDA is reflecting this fact in 
propose3 0 101.60(cjj3). 

FDA is unaware of any evidence to 
indicate that the use of these terms has 
been misleading to consumers. The 
agency advises that it will use the 
definition of sweeteners in proposed 

4 101.4(b)(21) in determining the 
appropriateness of the terms 
“unsweetened” and “no added 
sweeteners” on a food label. FDA 
included this definition in its proposal 
on ingredient declaration in the Federal 
Register of June 21.1991 (56 FR 2a592). 
The agency considers that the final rule 
on that proposal will provide en 
adequate basis for these terms. 

(g) No odded sugars. While FDA has 
not issued regulations for the use of the 
terms “no added sugars,” “without 
added sugars,” or “no sugars added,” 
the agency has provided advice 
concerning their use. In e 1979 letter to 
the Sugars Association (Ref. 26), FDA 
stated that the terms “no sugar added” 
and “no sucrose added,” when 
unqualified, may reasonably be 
interpreted by consumers to mean that 
these foods are low or reduced in 
calories. The agency also stated that 
such claims should be supplemented 
either by statements that disclose the 
presence of, or the usefulness of, the 
alternative sweetener or by other 
explanatory statements as epproprinte 
to minimize the likelihood of consumer 
confusion. 

In a 1984 letter to representatives of a 
food manufacturing firm (Ref. 27), FDA 
reiterated its earlier position concerning 
the term “no sucrose,” stating that its 
unqualified use may be misleading, end 
that the egency had long felt that food 
labeling claims that highlight either the 
presence or absence of a particular 
sweetening substance, unless 
eppropriateiy qualified by additional 
statements that are understandable to 
the ordinary consumer, have the 
potential to mislead and confuse. The 
letter also pointed out that the 
statements “no sucrose added” and “no 
sugar added,” without further 
qualification, may reasonably be 
interpreted by consumers to mean that 
these foods are low or reduced in 
calories. It continued that therefore, 
such claims should be supp!emented 
either by statements that disclose the 
presence of, or the usefulness of, the 
alternative sweetener or by other 
explanatory statements. FDA 
specifically stated that it did not object 
to a factntal statement that a food is 
“sweetened with fructose (etc.) instead 
of sugar.” 

In 1985 (Ref. 28) FDA stated that it 
believed that the statement “No sugar- 
Honey Sweetened” was acceptable 
because “no sugar” implied no table 
suger. In 1987 FDA responded to a 
request for clarification from a food 
manufacturer (Ref. 29) by stating that 
the term “no sugar added” may be used 
on the labels of fruit spread provided 
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that each time the statement appears, it 
is accompanied by a qualifying 
statement explaining the manner in 
which the product is sweetened, for 
example “sweetened with concentrated 
grape juice.” On January 3,1990. FDA 
sent a notice of adverse findings to ,a 
food manufacturing firm (Ref. 30) th.at 
included a statement that a label claim 
of “no sugar added” was false and 
misleading when applied to a product 
that contains sugar from sugar cane 
juice. 

Thus. in providing advice on the use 
of the terms “no added sugar,” “no sugar 
added,” and “without added sugar,” the 
agency has generally considered the 
intent of these claims to be limited to 
claiming the absence of so-called table 
sugar, that is, sucrose. FDA has 
expressed concern that consumers may 
expect such products to be low or 
reduced in calories and has therefore 
stated that statements as to whether the 
food is low calorie or reduced calorie 
content, as well as to the presence or 
use of alternative sweeteners, should 
accompany the claim. 

Thus, for terms such as “no added 
sugar,” as for “sugar free,” FDA 
considered whether to continue to limit 
their application only to sucrose. 
Currently, a variety of added nutritive 
sweeteners are used in foods, and these 
sweeteners often contain sugars other 
than sucrose. Dietary guidelines (Ref. 1) 
stipu!ate that Americans should 
“consume sugars only in moderation” 
and indicate that sugars other than 
sucrose should be consumed in 
moderation. 

Therefore, given current dietary 
recommendations, FDA has tentatively 
concluded that the use of a descriptive 
term that implies that the product has 
been made without adding sugars would 
be more helpful to consumers in 
implementing such recommendations 
than would a term that is limited only to 
sucrose (i.e., “sugar”). However, the 
agency believes that to avoid misleading 
consumers. such terms should be limited 
to foods that would be expected to 
contain added sugars. Claims 
concerning the absence of added sug,srs 
on products that would not normally 
con!ain added sugars, for example 
canned tuna or potato chips, are likely 
to mislead consumers into thinking that 
a particular brand may be more 
desirable when compared to other 
brands of the same product. Based on all 
of these factors, the agency is proposing 
to provide for “no added sugars” clai,ms, 
to define them in terms of the other 
proposed definitions pertaining to 
sugars, and to specify provisions for 
their proper use. 

The agency is proposing in 
(i IOMO(C)(Z) that claims for the absence 
of added sugars apply only to those 
foods to which sugars have not been 
added during processing or packaging. 
This provision is consistent with the 
provisions proposed above with respect 
to the addition of salt to foods. Also, 
consistent with earlier provisions, the 
agency is proposing to require that 
products bearing a “no added sugars” 
claim bear a statement that the food is 
not low calorie or calorie reduced, if 
applicab!e. Furthermore, the agency 
believes that it would be misleading to 
claim “no added sugars” if an ingredient 
that contains added sugars, for example 
jam, is added to the product. The agency 
also believes that it would be 
misleading to claim “no added sugars” if 
the sugars content of the product has 
been increased by the manufacturer 
using a means such as adding enzymes 
to the product. Consumers would expect 
that a product bearing a claim for “no 
added sugars” would contain only 
sugars naturally present in ingredients, 
when in fact the manufacturer would 
have deliberately “added” to the sugars 
content of the product via the addition 
of enzvmes. 

The”agency is proposing in 8 101.60(c) 
12) to oermit the use of the terms “no 
added sugars,” “without added sugars,” 
or “no sugars added.” These claims will 
be permitted only if: 

(I) No amount of sugars (as defined 
for nutrition labeling purposes in 
0 101.9) is added during processing or 
packaging: 

(2) The product does not contain 
ingredients that contain added sugars, 
such as jam, jelly, and concentrated fruit 
juice: 

(3) The sugars content has not been 
increased above the amount naturally 
present in the ingredients of the food by 
some means such es the use of enzymes; 

(4) The food that it resembles and for 
which it substitutes normally contains 
added sugars; and 

(5) The product bears a statement 
indicating that the food is not low 
calorie or calorie reduced (unless the 
food meets the requirements for a low or 
reduced calorie food) and directing 
consumers’ attention to the nutrition 
panel for further information on sugars 
and calorie content. 

iii. “Calorie free”. The agency has 
recognized that people who are 
interested in controlling their weight can 
be aided if the level of calories in a food 
is brought to their attention, particularly 
when the calorie level is low (42 FR 
37166). Accordingly, FDA responded to 
the need for descriptive terms for claims 
concerning the caloric content of foods 

by defining “low calorie” and “reduced 
calorie” (43 FR 43248). However. the 
agency has not proposed a definition for 
“calorie free.” Comments received by 
the agency in response to the 1989 
ANPRM and at the public hearings 
stated that the term “no calories” or 
“calorie free” should be defined by IIIR 
agency. 

While FDA has not defined the term 
“calorie free,” current fr 105.66(e) 
provides for the term “diet” for use 
when a food is represented as being M 
useful in reducing caloric intake or 
reducing or maintaining body weigllt. 
The term has often been used on foods 
that are virtually free of calories, such 
as specially formulated soft drinks. 
However, under 0 105.66(e) (1) a “diet” 
food is not necessarily a food free of 
calories because “diet” may be used 
with products that are low or reduced In 
calories. 

FDA is proposing to define “calorie 
free” because the ability to call 
attention to products free of calories w~tl 
provide useful guidance to consumers 
who are seeking to control their caloric 
intake. The agency, however, notes that 
such a claim may be applicable to 
relatively few foods in the food supply 
and therefore, requests comments on tlte 
appropriateness of providing such a 
definition. 

The agency is proposing in 
3 101.60(b)(l)(i) to define the term 
“calorie free” as less than 5 calories per 
serving. The proposed nutrition labeling 
regulation which is publishing elsewhere 
in this issue.of the Federal Register 
provides for the declaration of the 
calorie content of a food as zero when 
caloric levels are less than 5 calories per 
serving. The agency believes that this 
level of calories can be considered 
trivial and of no physiological 
significance. Even frequent consumption 
of such “calorie free” foods would not 
result in a caloric intake great enough to 
affect in any meaningful way on the 
overall intake of calories. For example. 
if “calorie free” foods were consumed 20 
times a day, the usual number of 
servings a person consumes, the intake 

Y 

of calories from such foods would be no 
more than 100 calories. As a point of 
reference, the population adjusted mean 
intake of calories per day is 2,350. 
Additionaily, as discussed above, FDA 
is proposing five terms as synonyms for 
‘calorie free.” 

2. “Low” 
a. Background. Nutrient content 

claims that describe the level of a 
nutrient as “low” are among the mos 
common claims on labels but are not 
consistently defined or used (Refs. 5 and 



19). FDA’s first efforts to define the term 
“low” were made regarding calories, 
particularly so that the term could be 
used to assist in weight control. On 
September X&l978 (43 FR 43248). FDA 
issued a final rule that established a 
definition for “low calorie.” In 19134 (49 
FR 15510), FDA issued a rule defining 
“low sodium,” and on November 25, 
1986 (51 FR 42584), FDA proposed a 
definition for “low cholesterol” which 
was expanded upon in the tentative 
final rule on July 19,199O (55 FR 294.56). 
‘The agency also has developed 
guidelines for use of the term “low fat” 
in experimental shelf-labeling programs 
(Ref. 31). 

Current dietary recommendations 
(Refe. I,Z, and 3) make clear the 
continued usefulness of identifying or 
calling attention to foods low in the 
nutrients of which consumers have been 
advised to limit their intake including 
fat, saturated fat, cholesterol, sodium, 
and calories. Comments from a variety 
of consumer and professional 
organizations strongly support the use of 
the term. 

Definitions for “low” can also be 
found internationally. Canadian 
regulations and guidelines specify 
conditions for the use of the term to 
describe fat, cholesterol, sodium, and 
calorie content (Ref. 323, and a Codex 
Alimentarius standard for foods for 
special dietary uses defines “low 
sodium” (Ref. 33). Further, Codex 
guidelines that would define “low” for a 
number of other nutrients are in 
development, as is a European 
Community directive on labeling claims 
that includes claims relating to low 
content. 

The agency is proposing to define 
“low” for the following nutrients: iota1 
fat, saturated fat, cholesterol, sodium, 
and calories. The definitions for “low 
fat,” “low saturated fat,” and “low 
cholesterol,” and the basis for tho5e 
definitions, are presented in the 
companion document published 
elsewhere in this issue of the FederaI 
Register. FDA is not proposing 
definitions for low content claims for 
other nutrients because low levels of 
these other nutrients in foods are not of 
public health importance according to 
major consensus documents such iis the 
“Diet and Health: Imolications for 
Reducing Chronic D&ease Risk” (I!ef. 3) 
and The Surgeon General’s Report on 
Nutrition and Health (Ref. z). 

While the agency has defined “sugars 
free,” FDA does not believe that it is 
appropriate to define “low sugars.” 
Unlike the claim “sugars free,” whlich is 
based on the absence of sugars in a 
food, a definition for a “low” level of 
sugars (or any other nutrient) in foods 

should relate to the total amount 
recommended for daily consumption. 
Because the available con5ensus 
document5 do not provide 
recommendations for daily intake of 
sugars, FDA is not proposing a reference 
value for this nutrient. The agency has 
thus tentatively concluded that without 
quantified recommendations for 5ugars 
intake, a definition for low levels of 
sugars in food cannot be specified. 

b. How definitiom of ‘Tow” for 
nutrients we& derivek !a the Federal 
Register of July 19,1977 (42 FR 37165), 
FDA provided a basis for the definition 
of “low.” Although the definition was 
specific to calories, the principle can be 
applied to other nutrients. The agency 
stated that “low” should designate foods 
of distinctly low nutrient value, but the 
level for “low” should not be restricted 
to foods that ten be “eaten freely in 
numerous servings.” Thus, FDA’s view 
in 1977 was, and the agency continues to 
believe, that the designation “low” 
should not necessarily mean that the 
nutrient is present in the food in an 
inconsequential amount aa with “free,” 
but rather that the selection of a food 
bearing the term “low” should assist 
consumers in assembling a pi&ent 
daily diet and in meeting overall dietary 
recommendations to limit certain 
nutrients. The agency believes that to 
meet current dietary guidelines, it 
should not be necessary for person5 to 
limit their diets solely to foods ‘low” in 
the nutrients that the guidelines 
recommend limiting. Rather, FDA 
expects that educational efforts will 
stress the importance of a total daily 
diet that is comprised of a mixture of 
foods, some of which may be “low” in a 
particular nutrient and some of which 
may not. 

In establishing the proposed 
definitions for “low,” FDA has 
tentatively concluded that there should 
be a single definition of what is low for 
each nutrient that would be applicable 
to all foods, rather than several 
definition5 for use with ape&c 
categories of foods. As discussed in the 
companion document on c!di,ms for fat, 
saturated fat, and chole5terol content 
(published elsewhere in this issue of the 
Federal Register), FDA received a 
comment fhat requested that the agency 
define “low fat” differently for different 
foods, that is, that FDA vary the 
quantitative definition of “low” 
according to food category and 
designate as “low” those foods that are 
relatively low compared to other foods 
in the food category. The agency rejects 
this approach. 

The use of different criteria for 
different food categories has several 
disadvantages that affect both 

coneurners and the feed industry. When 
different criteria aFe wed for different 
categories offoods. consumers cannot 
use the descriptors to compare products 
across categories and will likely find it 
difficult to use the descriptors for 
substituting one food for another in their 
diets. 

Although an argument can be made 
that different criterie for different foods 
would permit consumers to identify the 
products with the lowest (or highest) 
nutrient level in a category, the agency 
believes that such a system would have 
a high potential for misleading the 
consunmrs about the nutrient content of 
foods. The product that has the lowest 
nutrient content in a category is not 
necessarily low in the nutrient. Also, 
with different criteria for different food 
categories, it would be possible that 
some foods that did not qualify to use 
the descriptor would have a lower 
content of the nutrient than foods in 
other categories that did qualify. 

Furthermore, in this document, FDA is 
proposing to provide for the use of 
relative claims on the labels of food 
products, claims that are intended to 
alert consumers that a particular 
product, when compared to a similar 
product, is lower or higher in certain 
nutrients. FDA believes that this 
approach is more appropriate for 
coneumers to identify favorable or 
desirable products within a food 
category. 

FDA has received many comments 
asking for increasedconsistency among 
nutrient content claim5 to aid consumers 
in recalling and using the defined terms. 
In addition, the IOM report 
recommended that “low sodium,” for 
example, should have the same meaning 
whether it is applied to soup, frozen 
peas, or meat (Ref. 61. Accordingly, the 
agency concludes that ,establishing 
different cutoff levels for each nutrient 
content claim for different food 
categories would greatly increase the 
complexity of using such claims to plan 
diet5 that meet dietary 
recommendations. Therefore, the agency 
is proposing a single definition for “low” 
for each nutrient across the entire food 
supply. 

FDA believes that the most logical 
starting point for the definition of “low” 
is the level that FDA has defined a5 the 
measurable amount of the nutrient in a 
serving of a food. In 0 l@t.3(e)(4)(ii), 
FDA has defined this amount as z 
percent or more of the reference value 
(i.e., U.S. RDA), the level at which all of 
the nutrients in question can be 
measured in all or nearly all foods. 

The reference value for the nutrients 
for which FDA is proposing to define the 
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claim “low” is the DRV rather than the 
U.S. RDA, but all the nutrients in 
question have proposed DRVs. Two 
percent of the proposed DRV, then, is an 
amount that can be considered to be low 
relative to overall recommended 
intakes. 

Looking at this definition from a 
different perspective, FDA has generally 
estimated the number of servings of 
foods and beverages to be 16 to 20 per 
day. The Minnesota Nutrition 
Coordinating Center has estimated the 
average number of servings of foods and 
beverages to be 20 per day (Ref. 34). If 
the nutrient were contained in all foods, 
and 2 percent of the DRV was adopted 
as the basis of the proposed definition 
for “low,” persons who selected only 
foods designated as “low” in the 
nutrient would have a daily intake of the 
nutrient that would be no more than 40 
percent of the proposed DRV (i.e., 2 
percent times 26 servings). Thus, 2 
percent of the DRV as a definition for 
“low” provides for a quantitatively low 
amount in food that is sufficiently 
restrictive to allow consumers to select 
a variety of foods, including some that 
are “low” in a nutrient and some that 
are not “low.” and still meet current 
dietary recommendations. 

On the other hand, the agency 
believes that 2 percent of the DRV can 
be overly restrictive as a definition for 
“low” for those nutrients that are not 
contributed by all food categories or 
that are found in relatively few foods. 
FDA believes that in defining the term 
“low,” the amount per serving for 
nutrients that are not found in all 
categories of foods can be larger than 
for nutrients that are ubiquitous in the 
food supply. For example, assume that 
nutrient X is spread across 20 foods/ 
beverages in a day, while the intake of 
nutrient Y is contributed by only 10 
foods j beverages in a day, that is one- 
half as many as contribute to the intake 
of nutrient X. If the definition of “low” 
for nutrient X is established as 2 percent 
of the DRV, the consumption of only 
foods “low” in nutrient X results in an 
intake of 46 percent of the DRV, that is 2 
percent times 20 foods/beverages. If the 
definition for “low” for nutrient Y is set 
at 4 percent (i.e., twice than 2 percent) 
the consumption of only foods “low” in 
nutrient Y also resul?s in an intake of 
only 40 percent of the DRV because only 
10 foods containing the nutrient are 
eaten in a day (i.e.. 4 percent times IO 
foods/beverages in a day). If the 
definition of 2 percent of the DRV for 
“low” had been applied to nutrient Y, 
then the intake of nutrient Y would be 
only half the intake of nutrient X. Thus, 

such a limit on nutrient Y would he 
overly restrictive. 

However, this general approach 
cannot be precisely refined because 
there are only limited data available to 
determine the number of foods eaten in 
a day that may be expected to 
contribute the various nutrients. 
Furthermore, distributions of nutrients 
among food categories may not reflect 
the patterns of consumption of 
consumers. FDA is thus tentatively 
proposing to apply a rough and 
simplistic “rule of thumb” for adjusting 
the 2 percent DRV definition for “low” 
for those nutrients that appear to be less 
than ubiquitously distributed among 
foods and therefore are assumed to be 
consumed less frequently than nutrients 
that are present in virtually all foods 
consumed during the day. 

The agency used the FDA Regulatory 
Food Composition Data Base [Ref. 6) to 
examine the availability of nutrients 
from foods in 18 USDA-defined food 
categories (for example, vegetables: 
fruits: cereal grains and pasta: milk, 
cheese and eggs; meat, poultry and fish: 
legumes: nuts; and fats and oils) (Ref. 
35). For this analysis, FJLJA considered 
that a nutrient is found in a food 
category if over half of the foods in the 
category contain 2 percent or more of 
the proposed RDI or DRV for the 
nutrient in question. The agency further 
considered a nutrient to be: 

(1) Ubiquitously distributed if it was 
found in more than 75 percent of the 
food categories: 

(2) Moderately distributed if it was 
found in 51 to 75 percent of the food 
categories: and 

(3) Not widely distributed if it was 
found in 50 percent or fewer of the food 
categories. 

After gathering the results of this 
review, the agency applied factors to 
adjust the “low” definition for a nutrient 
(i.e., 2 percent of the DRV) depending on 
the nutrient’s estimated distribution 
across food categories. Howe&, 
because of the variable nature of diets 
selected by individuals, precise factors 
could not be developed, so the agency 
applied general factors. 

If the nutrient is available from 
approximately 50 to 75 percent of food 
categories, FDA believes that it is 
reasonable to expect that it may be 
available from perhaps as few as half of 
the foods/beverages consumed. In other 
words, assuming that as many as 20 
foods/beverages are consumed in a day 
(Ref. 34) it is reasonable to expect that a 
nutrient that is moderately distributed in 
the food supply is available from 
perhaps as few as 10 of the foods/ 
beverages. In this case, the agency has 

used a factor of 2 times 2 percent or 4 
percent of the DRV (i.e., doubling) in 
arriving at the definition of low. If the 
nutrient is found in half or less of the 
foods consumed, that is, if it is not 
widely distributed, FDA believes that it 
is reasonable to find that the nutrient 
will be consumed in seven or fewer 
foods a day. In this case, a factor 3 times 
2 percent, or 6 percent, of the DRV, is 
reasonable. If the nutrient is ubiquitous 
across food categories, FDA is not 
proposing to adjust the definition of 
“low.” 

As described below, in arriving at the 
definitions for “low,” FDA evaluated 
each nutrient in light of this general rule 
of thumb, past policy, other available 
data and information, and current public 
health recommendations. 

c. Criterion based on weight. As 
discussed above in section III.A.2.b. of 
this document, the agency believes that 
in addition to a criterion based on the 
amount of a nutrient per serving, a 
criterion based on the amount of 
nutrient per quantity of food is needed 
to control claims on nutrient-dense 
foods with small standard serving sizes. 
Without a limitation on the amount of 
nutrient per 100 g of food, declarations 
for “low” levels of a nutrient could be 
misleading. Analyses of FDA’s 
Regulatory Food Composition Data Base 
(Ref. 6) suggest that there are a number 
of foods that would meet the “low” 
criterion for amount per serving but that 
would still contain a substantial amount 
of the nutrient on a weight basis (Ref. 7). 
For example, as stated above, certain 
margarine6 or spreads contain about 130 
mg of sodium per serving but contain 
over 906 mg per 100 g. In this 
circumstance, a small serving size would 
result in a nutrient-dense food qualifying 
for a “low” content claim if only the per 
serving criterion is used. 

A criterion based on weight is 
currently provided in § 105.66(c) for the 
term “low calorie.” That regulation 
stipulates that a “low calorie” food must 
not provide more than 0.4 calories per g 
of food. Similarly, FDA is proposing to , 
include a second criterion based on the *I 
amount of the nutrient per 100 g of food 
in the definition for “low” for all but one 
of five nutrients identified above. 

d. Foods inherently “Iow”in a 
nutrient. Consistent with the agency’s 
conclusion pertaining to foods 
inherently “free” of a nutrient, the 
agency believes that the use of terms 
such as “low sodium” or “low fat” on 
foods that are inherently low in that 
nutrient can be misleading (see 
proposed 0 101.13(e)(2)). Accordingly, 
FDA is proposing for calories in 
8 101.60(b)(2)(ii) and for sodium in 
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8 101.61 (bl(4)(iiil to require that for . ,. . . 
claims of low nuirient dontent on foods 
that meet the definition for “low 
calories” or “low sodium” without 
benefit of special processing, alteration. 
formulation, or reformation to decrease 
the nutrient content, that the label refer 
to all foods of that type and noi merely 
to the particular brand to which the 
labeling attaches. For example, 
applesauce would inherently meet the 
definition for “low sodium.” Therefore, 
if the agency adopts these proposed 
provisions, a jar of applesauce could be 
labeled with a statement such as 
“applesauce, a low sodium food.” The 
agency is proposing in 0 101.6l(b] (2) (iii] 
a similar requirement for “very low 
sodium foods.” These requirem~ents are 
consistent with the general policy on 
“free” nutrient content claims discussed 
above. 

The agency is proposing a similar 
requirement for “low fat,” “low 
saturated fat,” and “low cholesterol” 
claims in the companion document 
published elsewhere in this issue of the 
Federal Register. 

e. Synonyms. FDA is proposing as 
synonyms for “low” the terms “little or 
(few), ” “small amounts of,” and “low 
source of.” The agency is proposing 
these synonyms to provide flexibility for 
industry. FDA requests comments on 
whether consumers commonly 
understand these terms to have the 
same meaning as “low.” 

f. Specific definitions.- i. “Low 
sodium ond very low sodium “. In 
defining sodium claims for the current 
regulation on sodium labeling (21 CFR 
101.13). FDA considered the nurnber of 
servings of food that the average 
American consumes each day (49 FR 
15534. April l&1984). Based on 20 
servings per day as a reasonable 
average number of servings for adults 
and a criterion of 140 mg of sodium per 
serving, the agency estimated that the 
consumption of 20 “low sodium” foods 
would contribute about 2,800 mg of 
sodium per day. FDA stated that it was 
likely that persons on “mildly restricted” 
diets would consume a number of 
sodium free foods or foods cont.aining 
very low levels of sodium, thereby 
providing some flexibility in the diet to 
allow for the consumption of sojdium 
from other sources such as drinking 
water or table salt. In the 1984 final rule, 
FDA also cited evidence that more than 
50 percent of the foods in the analysis 
that it did at the time fell below 140 mg 
per serving, suggesting that the ierm 
would have a reasonably broad 
application in the food supply. 

Thus. in 1984, FDA defined “low 
sodium” as less than or equal to 140 mg 
sodium per serving. FDA had originally 

proposed that the term “low sodium” be 
defined as 35 mg or less per serving (47 
FR 26580). However, comments on the 
proposed definition persuaded the 
agency that 35 mg or less of sodium was 
a level too low to be broadly useful to 
the general public. The agency therefore 
modified its definition of this term. 
However, the agency added the term 
“verv low sodium” and defined it as less 
thanlor equal to 35 mg sodium per 
serving. In the 1984 final rule, FDA 
concluded that “very low sodium foods” 
would be useful to individuals in the 
population wishing to reduce their total 
sodium intake to a more moderate level 
and would be especially useful to. 
individuals on medically restricted diets. 

Thus, the descriptive terms for sodium 
have been defined and used for 
approximately 8 years, and the agency 
believes that consumers have become 
familiar with the terms “low sodium” 
and “very low sodium.” In general, 
comments received in response to the 
1989 ANPRM and at the public hearings 
did not indicate a need to change the 
definitions for these terms. Several 
comments supported keeping the 
existing criteria. For these reasons, the 
agency is proposing to retain 35 mg or 
less per serving as the first criterion for 
the definition of “very low sodium” and 
140 mg or less per serving as the first 
criterion for the definition of “low 
sodium.” 

The agency is aware that this 
definition for “low sodium” is not 
consistent with the general basis on 
which FDA is proposing to define “low” 
claims. With the exception of all fruits 
and raw vegetables, sodium is present in 
or added to many categories of foods in 
the food supply. Therefore, if sodium 
were considered to be ubiquitous in the 
food supply, the general rule of thumb 
could result in an initial definition for 
“low sodium” of 2 percent of the DRV or 
48 mg of sodium per serving. Clearly. 48 
mg of sodium per serving is 
considerably lower than 140 mg of 
sodium per serving. Even if the agency 
were to conclude that sodium cannot be 
considered to be ubiquitous, and 
consequently the value representing 2 
percent of the DRV for sodium was 
doubled, the criterion would still be only 
96 mg or less sodium per serving. 

The agency considered defining the 
term “low sodium” as 96 mg or less per 
serving (i.e., that amount reflective of 
approximately 4 percent of the DRV for 
sodium), and not defining “very low 
sodium.” Such an action would be 
consistent with the most recent dietary 
recommendations and with the agency’s 
general goal of limiting the number of 
descriptor terms. However, such an 
action would be contrary to the majority 

of comments received by the agency in 
response to the 1989 ANPRM concerning 
the level for “low sodium.” Therefore, 
FDA is proposing to retain the definition 
for “low sodium” as 140 mg or less per 
serving and to define “very low sodium” 
as 35 mg or less per serving. 

The agency specifically requests - 
comments concerning these definitions. 
FDA is interested in comments 
concerning: The appropriateness of the 
definitions given recent consensus 
reports and dietary recommendations 
such as the NAS Diet and Health report; 
whether substantially increased public 
health benefits could be realized by 
using a criterion lower than 140 mg per 
serving for defining sodium: and the 
utility of retaining both the “low 
sodium” and “very low sodium” terms. 

FDA is proposing a second criterion 
for defining “low sodium” as 140 mg or 
less sodium per 100 g and “very low 
sodium” as 35 mg or less sodium per loo 
g. The per 100 g criterion is needed to 
control claims on sodium-dense foods 
with small serving sizes because, as 
explained above, these foods may be 
consumed frequently, resulting in a 
substantial total daily intake of sodium. 
Because the claim would be misleading 
to consumers unless both the per serving 
and per 100 g criteria are met, the 
agency is proposing that both must be 
satisfied to meet the definition. 
Examples of foods for which the 
proposed sodium descriptors could not 
be used because they do not meet both 
criteria for “low” include olives with 105 
mg sodium per serving but 750 mg per 
100 g and butter/spreads with about 120 
mg sodium per serving but over 800 mg 
per 1~) g. In the case of “very low.” the 
foods excluded as a result of the second 
criterion include canned beef gravy with 
28 mg of sodium per serving but 50 mg 
per 100 g. (However, canned beef gravy 
would be able to bear a “low sodium” 
claim.) 

Accordingly, the agency is proposing 
in 0 lOISl(b)(2)(ii) that the term “very 
low sodium” may be used on the label 
and labeling of foods that contain 35 mg 
or less of sodium per serving and per 100 
g. and in 0 101.61(b)(4)(ii) that the term 
“low sodium” may be used on the label 
and in labeling of foods that contain 140 
mg or less oE sodium per serving and per 
loo g. 

ii. “Low calorie”. Obesity is a major 
health problem in the U.S., and dietary 
recommendations consistently stress the 
need to maintain a healthy weight. FDA 
believes that people can be helped to 
control their weight if foods that are low 
in calories are brought to their attention 
(42 FR 37166, July 19.1977). 
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In 1978, FDA established in 21 CFR 
105.66 a definition for “low calorie” (4~; 
FR 43246. September 22.1978). In the 
preamble to its tentative rule (42 FR 
37166. July 19,1977], FDA accepted the 
concept that the designation “low 
calorie” should apply to foods of 
distinctly low caloric value in a single 
serving. However. as stated above, the 
agency rejected the view that low 
calorie foods are only those that are SD 
low in caloric value that they can be 
eaten freely, without adding 
significantly to the caloric content of the 
total diet. The agency stated that the 
proposed definition of “low calorie” 
would require that consumers apply 
reasonable judgment in selecting “low 
calorie” foods as part of an overall 
dietary pattern. FDA said that 
consumers could determine from 
nutrition labeling how much of a 
particular food they could consume pel 
day without adding significantly to their 
total caloric intake. The agency stated 
that this approach was appropriate 
because caloric requirements vary 
considerably from person to person. 

In 1978. FDA defined, in 
$ 105.66(c)(l)[i), ‘“low calorie” as 40 
calories or less per serving (43 FR 4324.8, 
September 22,1978). The agency stated 
that this definition would include only 
foods of distinctly low caloric value 
while at the same time allowing a 
reasonable number of foods to be 
labeled as “low” in calories, as 
supported by analyses of available data 
bases. FDA also provided for a second 
criterion for the definition of “low 
calorie” of 0.4 calories or less per g of 
food (i.e., 40 calories per IOO g) 
(8 105.66(c)(l)(i)). The agency stated that 
this level was appropriate because 
available data indicated that foods 
generally considered the most useful 
types of low calorie foods (e.g., most 
soups, juices, fruits, and vegetables 
containing 40 calories or less per 
serving) also satisfy this second, 
density-based criterion. 

In response to the X989 ANPRM and 
recent public hearings, the agency 
received numerous comments from a 
variety of consumer and professional 
organizations strongly supporting the 
use of the term “low calorie.” In the time 
since the 1978 rule, public health policy 
and dietary recommendations relative to 
caloric intake have not changed 
appreciably, although there is evidence 
that the problem of obesity may have 
increased (Ref. 3). The concepts 
articulated in the 1977 rule remain 
appropriate for current dietary 
recommendations and, in the opinion of 
the agency, remain appropriate as a 
basis for defining “low calorie,” 

While a DRV for calories has not been 
established, FDA used a reference 
caloric intake of 2,350 calories in 
establishing the DRVs for other 
nutrients. This reference level is the 
population-adjusted mean of the 
recommended energy allowance for 
persons four or more years of age, as 
indicated in the 16th Edition of the 
“Recommended Dietary Allowances” 
(Ref. 4). The agency used this reference 
caloric intake in reviewing the current 
definition for “low calorie.” Calories are 
ubiquitous across food categories (Ref. 
35), and therefore using the general 
approach described above, 2 percent of 
2,350 calories (i.e., 47 calories) would be 
a reasonable starting point for the 
definition of “low calorie.” Because the 
current definition of 40 calories per 
serving is sufficiently close to this 
calculated amount of 47 calories per 
serving, FDA tentatively concludes that 
it is not necessary to alter the long- 
established criterion of 40 calories per 
serving. Therefore, FDA is proposing in 
9 101.60(b)(2)(i) to retain the definition 
of a “low calorie” food as a food 
containing 40 calories or less per 
serving. 

The agency continues tu believe that 
the inclusion of a weight-based criterion 
in the definition of “low calorie” is 
appropriate and prevents claims from 
being misleading to consumers. 
However, as originally stated in the 
Federal Register of September 22,X978 
(43 FR 43248 at 43250), the agency 
believes that although sugar substitutes 
would not meet the weight-based 
criterion, they should continue to be 
excluded from this criterion. 

Sugar substitutes contain calories. In 
fact, many contain more than 40 calories 
per IOO g. However, they have 
considerably less weight per degree of 
sweetness than sugars. Consequently a 
considerably smaller amount of sugar 
substitute than sugar may be used and 
still provide the same degree of 
sweetness. Because sugar substitutes 
are used on a sweetness rather than a 
weight basis, FDA believes that a 
weight based criterion is not appropriate 
for these foods. Such a criterion would 
mean that sugar substitutes could not 
make low calorie claims even though 
they are frequently used es ingredients 
in low calorie foods. By continuing to 
not require sugar substitutes to meet the 
40 calories per 100 g requirement, sugar 
substitutes can continue to be labeled as 
“low calorie.” Therefore, FDA is 
proposing in 0 101.60(b)(2)(i) for the term 
“low calorie” to provide that, in addition 
to containing no more than 40 calories 
per servmg. such foods, except for sugar 

substitutes. must contain no more than 
40 calories per 100 g of food. 

3. “High” and “Source” 

a. Buckground The agency considered 
several approaches for defining terms 
useful in making nutrient content claims 
to emphasize the presence of a nutrient. 
Earlier, in response to the increased usf’ 
of descriptive terms as part of shelf- 
labeling programs in supermarkets. the 
agency had suggested definitions for the 
terms “source,” “good source,” and z 
“excellent source” (Ref. 9). The agency 
defined these terms as providing 10 
percent or more, 25 percent or more, and 
40 percent or more of the U.S. RDA, 
respectively, per serving of food, and in 
the case of dietary fiber, 2 g or more, 5 g 
or more, and 8 g or more, respectively, 
per serving of food. 

The report from the IOM Committee 
on nutrition labeling (Ref. 5) favored a 
system in which vitamins and minerals, 
when listed on the label, would be 
described qualitatively using words 
rather than quantitatively using numbers 
or percentages of the U.S. RDA. 
IIowever, the committee did not 
specifically address the need for cri!erla 
For nutrient content claims. 

While FDA is proposing to retain 
quantitative listings of nutrients in the 
nutrition label, the agency believes that ~ 
there is merit in the IOM Committee’s 
recommendations concerning the use of 
certain descriptive terms, especially 
when used for nutrient content claims 
intended to emphasize the presence of a 
nutrient. 

The IOM Committee suggested 
definitions for the terms “contain,” 
“good source of,” and “very good source’ 
of.” However, it commented that the 
term “excellent source” would provide 
an unintended incentive for unnecessary 
vitamin and mineral fortification. In 
addition, the IOM Committee’s review 
of the vitamin and mineral content of a 
variety of foods indicated that very few 
foods would be eligible to use the term 
“excellent source” as currently defined 
by FDA, even though many of the foods 
are recognized as importan! SGUL‘C~~S of 
specific nutrients. The 1OM Committee 
further pointed out that most vitamins 
and minerals do not occur naturally at 
high levels in any one food. The IOM 
Committee’s report stated that an 
adequate diet must be assembled from a 
variety of different foods, and it 
eynphasized that such a varied diet v~\as 
the type of dietary pattern that food 
labeling should encourqe. The IOM 
Committee recommended that FDA 
definitions of descriptive terms should 
be based on more “modest” definition’; 
than the 40 percent of LJ S. RDA 
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currently used to define the term 
“excellent source.” 

The agency agrees that consumers 
should be encouraged to consume a 
wide variety of foods. The agency also 
believes that the criteria for descriptive 
terms should be consistent with the 
levels of nutrients occurring naturally in 
foods, and that definitions for terms 
should allow for a reasonable number of 
foods to make the claim. For these 
reasons, the agency does not believe 
that descriptive terms such as “high” 
can be considered useful to consumers if 
they can identify only very few foods or 
only specially formulated foods. Such 
criteria could discourage the 
consumption of a wide variety of foods. 
Furthermore, the use of criteria that take 
into account the amounts of nutrients 
occurring naturally in foods is in line 
with the recommendations provided in 
“Nutrition and Your Health: Dietary 
Guidelines for Americans” issued jointly 
by DHHS and USDA (Ref. 1). Those 
recommendations emphasize the need to 
select a diet from a wide variety of 
foods and to obtain specific nutrients 
from a variety of foods rather than from 
a few highly fortified foods or 
supplements. 

b. How definitions of “high ” and 
“source” were derived for nutrients. As 
directed by the 1990 amendments 
(section 3(b)(l)(A)(iii)(VI)), FDA is 
proposing to define the term “high” for 
use in nutrient content claims. The 
agency is proposing in 0 lol.~(b)( 1) that 
the term “high” may be used when a 
serving of the food contains 20 percent 
or more of the proposed RDI or the 
proposed DRV. The agency is also1 
proposing in 0 101.54(c)(1) that the term 
“source” unmodified by an adjective 
may be used to describe a food when a 
serving of the food contains 10 to '19 
percent of the RDI or the DRV. 

The use of 20 percent or more of the 
proposed reference value as a standard 
for the presence of upper levels of a 
nutrient (i.e., “high”) is generally 
consistent with the IOM Committee 
recommendation for “very good source” 
for vitamins and minerals. The IOIM 
Committee stated that a criterion of 
more than 20 percent of the reference 
value would encompass a sufficient 
number of items in the food supply to 
ensure that the use of the criterion 
would encourage consumers to select a 
varied diet (Ref. 5). 

In evaluating the appropriateness of 
the criterion of 20 percent or more of the 
RDI or DRV as the basis for the 
definition of “high,” FDA used its 
Regulatory Food Composition Data Sase 
to examine the types of foods that 
contain nutrients at levels that meet or 
surpass 20 percent of the proposed 

reference value (Ref. 36). Sixteen 
nutrients with RDIs and one with a DRV 
(i.e., potassium) were considered in this 
analysis. Other nutrients with RDIs or 
DRVs were excluded either because the 
agency is not proposing to define “high” 
for these nutrients (e.g., fat), or because 
the nutrients values in the data base 
were absent or insufficient (i.e., missing 
values for more than 25 percent of the 
foods). For the majority of the 17 
nutrients considered, at least 10 percent 
of the foods in the data base contain 20 
percent or more of the RDI or DRV (i.e., 
the proposed definition for “high”). For 
these nutrients there was at least one 
and often more than one food category 
that contained a substantial number of 
foods containing 26 percent or more of 
the RDI or DRV. 

Those nutrients for which fewer than 
IO percent of the foods in the data base 
contain 20 percent or more of the RDI or 
DRV were calcium, magnesium, copper, 
manganese, potassium, pantothenic 
acid, and vitamin A. However, even 
with these nutrients (with the exception 
of potassium), there was a substantial 
number of foods in at least one food 
category that would qualify for “high” 
claim if the proposed definition were 
used. Thus, based on this evaluation, the 
agency agrees with the IOM 
Committee’s conclusion that this 
criterion would permit a sufficient 
number of food items to allow 
consumers to use the claim in selecting a 
varied diet. Therefore, the agency 
tentatively concludes that a criterion of 
20 percent or more the RDI or DRV 
provides an appropriate basis for upper- 
level content claims and can readily be 
used by consumers to implement current 
dietary guidelines. 

While the IOM Committee has 
suggested the use of the term “very good 
source” for levels above 20 percent of 
the label reference value, the agency is 
proposing to define this level as “high” 
to be consistent with the 1990 
amendments. Additionally, while the 
IOM Committee suggested a definition 
of more than 20 percent of the reference 
value, FDA has tentatively concluded 
that a definition of 20 percent or more is 
more consistent with the agency’s 
approach of defining the term “low” in 
that the definition includes the integer. 
The inclusion of the integer makes little 
practical difference in terms of the types 
and numbers of foods omitted or 
included (Ref. 37). 

AS discussed previously, the agency is 
concerned that the use of many 
descriptive terms could overburden 
consumers and result in consumer 
confusion or frustration. The agency 
believes, for example, that allowing the 
terms “rich” 2nd “high” to describe two 

different levels of a beneficial 
ingredient, would be confusing and 
misleading to consumers who could 
reasonably be expected to have 
difficulty distinguishing “rich” from 
“high.” 

While the 1996 amendments specify 
that FDA should define the term “high,” 
the statute does not preclude the agency 
from defining other appropriate terms 
for making nutrient content claims to 
emphasize the presence of a nutrient. 
The agency is concerned that the use of 
only the term “high” will encourage 
persons to focus their attention solely on 
foods “high” in nutrients, when, in fact, 
a healthy diet can include a range of 
foods that are not necessarily “high” in 
a particular nutrient. Therefore, to 
expand the number of foods to which 
consumers’ attention may be drawn and 
from which consumers are encouraged 
to select and still be likely to meet 
dietary recommendations, FDA is 
proposing to define the term “source” 
unmodified by an adjective. 

FDA believes that it is appropriate 
and beneficial to consumers to allow the 
use of this term, which characterizes a 
mid-range of nutrient content. In 
defining the term “source,” FDA intends 
to allow food manufacturers and 
retailers to make a nutrient content 
claim for a food that provides a 
significant amount of the nutrient in a 
serving of the food but for which tbe 
nutrient level cannot be described as 
“high.” FDA believes that this 
information will be helpful to consumers 
in selecting a healthy and nutritious diet. 

The agency is proposing that for a 
food to be considered to be a “source” 
of a nutrient, the food must contain 10 to 
19 percent of the proposed RDI or DRV 
per serving. FDA believes that a 
criterion of 10 to 19 percent is consistent 
with the criterion 11 to 20 percent of the 
RDI or DRV suggested by the IOM 
Committee for the term “good source 
of,” a term intended to reflect a mid- 
range of nutrient content. The proposed 
definition of “source” is also consistent 
with the agency’s suggestion that, for the 
purposes of grocery store shelf-labeling, 
the term “source” could be used when a 
serving of the food contains 10 percent 
or more of the U.S. RDA of the featured 
substance (Ref. 31). Consequently, the 
term “source,” used to denote that a 
food contains at least 10 percent of the 
RDI or DRV of a nutrient, has been 
introduced to, and used by, consumers 
in grocery-store shelf-labeling and is 
likely to be familiar to them. 

FDA is not proposing to define the 
term “contains.” such as “contains 
vitamin C” or “contains fiber.” Wniie 
the IOM Committee has proposed the 
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use of the term “contains,” this 
recommendation was made in the 
context of describing, on the nutrition 
label, the levels of nutrients in a food in 
lieu of use of percentages of the U.S. 
RDA. The IOM Committee’s system of 
terminology, therefore, represented a 
descriptive scheme that graded the 
levels of nutrients from upper to lower 
levels. 

The agency is concerned that 
consumers would not be able to 
distinguish easily between “source” and 
“contains” when used as nutrient 
content claims, and that consumers 
would find these terms confusing. More 
importantly, the agency believes that for 
the purposes of nutrient content claims, 
the use of “high” and “source” provides 
appropriate opportunities to call 
attention to the positive aspects of thle 
nutrient content of foods, and that these 
terms adequately reflect levels of 
nutrients in foods that can be especially 
useful to consumers in planning overall 
diets. Furthermore, the agency has long 
held that levels of nutrients of less than 
10 percent of the US RDA could not be 
used as content claims because current 
nutrition labeling regulations prohibit 
claims that a food is a significant source 
of a nutrient when the nutrient is 
present in the food at a level of less than 
10 percent of the US RDA per serving,, 
FDA is unaware of evidence suggesting 
that the policy should be changed and 
therefore is not proposing a descriptive 
term for nutrient levels of less than 1C; 
percent of the RDI or DRV per serving. 

FDA recognizes that limiting defined 
descriptors to “high” and “source” for 
the purpose of emphasizing the positive 
aspects of the presence of a nutrient is a 
change from previous agency guidance 
which permitted the use of the terms 
“excellent source,” “good source,” and 
“source,” and that Canadian guidelines 
also permit a variety of such terms (Ref. 
38). The agency, however, has 
tentatively concluded that limiting the 
number of descriptors will assist 
consumer understanding of, as well as 
confidence in, nutrient content claims by 
providing for consistent, clear, and 
limited messages concerning the 
presence (or absence) of nutrients in 
foods. The agency requests comments 
concerning its approach and whether an 
additional term describing an upper 
level amount of a nutrient (such as “very 
high”) is necessary and appropriate. 

However. the agency is proposing to 
include synonyms for the two defined 
terms. FDA is proposing to allow the use 
of “rich in” and “a major source of’ as 
synonyms for “high.” It is also proposing 
to allow the terms “good source of’ and 
“important source of’ as synonyms for 

“source.” FDA is including these 
synonyms to provide some flexibility in 
the use of these terms. 

FDA recognizes, however, that this 
aspect of the proposal may be 
controversial. Concerns about the use of 
synonyms for terms like “high” and 
“source” have been raised by IOM and 
the IUNS Committee (Ref. 10). The IUNS 
Committee questioned the wisdom of 
more detailed descriptors because of the 
difficulties for the consumer in 
understanding a plethora of such terms 
(Ref. 10). FDA requests comments on 
this issue and on consumer 
understanding of the terms that it has 
proposed as synonyms for “high’ and 
“source.” 

c. “High ” and ‘Source” not defined for 
total carbohydrate and unsaturated 
fatty acids. FDA has tentatively 
concluded that definitions for “high” 
and “source” for the nutrients total 
carbohydrate, including complex 
carbohydrates, and unsaturated fatty 
acids would be misleading. Therefore, 
FDA is proposing to exclude these 
nutrients from the coverage of these 
terms [proposed 0 101.54(a)]. 

In proposing declarations of nutrient 
content as part of the nutrition label, 
FDA is proposing to define total 
carbohydrate as consisting of both 
complex carbohydrates and sugars. 
Available consensus reports and current 
dietary recommendations generally 
encourage the increased consumption of 
complex carbohydrates, while 
suggesting that sugars intake be limited 
(Refs. X.2, and 3). Therefore, a nutrient 
content claim such as “high in 
carbohydrate,” or “source of 
carbohydrate,” provides misleading 
dietary advice. At best, the claim is 
ambiguous in that it does not allow for 
the distinction between high levels of 
complex carbohydrates and high levels 
of sugars. 

Furthermore, the agency does not 
believe that allowing more specific 
claims relative to levels of carbohydrate 
in foods, such as “high in complex 
carbohydrates,” can be supported based 
on recommendations provided in the 
major consensus reports (Refs. 2 and 3) 
concerning complex carbohydrate and 
sugars intake because quantitative 
recommendations for these nutrients are 
not provided. Additionally, while the 
agency has tentatively proposed to 
require declarations of complex 
carbohydrates and sugars content on the 
nutrition label in response to the Xl90 
amendments, the agency has expressed 
concern about the appropriateness of 
including these nutrients. The inclusion 
of compiex carbohydrates and sugars 
within the mandatory nutrition label 

may be misleading to consumers 
because it may suggest that these 
nutrients have greater public health 
significance than has been established 
by existing diet and health studies. In 
particular, the identification of a specific 
benefit for complex carbohydrates is 
confounded by the fact that diets high in 
complex carbohydrates are usually 
mixed diets that contain significant 
amounts of cereal grains, fruits, and 
vegetables, which are high in fiber, 
vitamins, and minerals and low in fat 
(Ref. 2). Thus, the extent to which 
complex carbohydrates provide a health 
benefit separate from that provided by 
the fiber, vitamins, minerals, and 
reduced level of fat is unclear. 

Nutrient content claims concerning 
“high” amounts of unsaturated fatty 
acids in foods are problematic for 
several reasons. Unsaturated fats are 
comprised of various mono- and 
polysaturated fatty acids. Different 
types of unsaturated fatty acids are 
known to have different effects on 
health. Some have been shown to lower 
serum cholesterol levels when 
substituted for saturated fatty acids 
(Ref. 3). On the other hand, there is a 
growing body of evidence suggesting 
that trans isomers of unsaturated fatty 
acids may be associated with increases 
in serum cholesterol levels (Ref. 3). The 
agency has expressed concern about the 
appropriate definition of unsaturated 
fatty acids in its supplementary 
proposal en nutrition labeling. FDA is 
proposing to provide for voluntary 
declarations for the amount of 
unsaturated fatty acids in a food, which 
would be based on the sum of all 
polyunsaturated and monounsaturated 
fatty acids (i.e., both cis and tram 
isomers). If claims for “high” 
unsaturated fatty acids were permitted, 
tram isomers would be included in the 
level of unsaturated fatty acids reflected 
in such claims. However, FDA has 
acknowledged the controversy 
concerning the inclusion of tram 
isomers in the definition of unsaturated 
fatty acids. The agency is specifically 
asking for comments on the 
appropriateness of including these 
isomers in the definition for unsaturated 
fatty acids, given currentiy available 
research and public health goals. in the 
supplementary proposal on mandatory 
nutrition labeling, 

Furthermore, high levels of intake of 
unsaturated fatty acids, particularly high 
polysaturated fatty acid intakes, may 
increase risk of certain cancers (Ref. 2). 
The NAS report “Diet and Health: 
Implications for Reducing Chronic 
Disease Risk” (Ref. 3) recommended 
that intakes of polyunsaturated fatty 

. 

c 
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acids not exceed 10 percent of total 
calories, and that intake be maintained 
at the current US. level, i.e., 
approximately 7 percent of total 
calories. Claims for ‘high unsaturated 
fatty acids,” however, could promote 
increased intakes of polyunsaturated 
fats. 

Therefore, FDA has tentatively 
decided not to define the claim “high” 
for unsaturated fatty acids here. FDA 
believes that such claims are potentially 
misleading because there is some 
evidence suggesting that certain 
components of unsaturated faltty acids 
may be associated with the increased 
risk of certain cancers because current 
dietary recommendations advise against 
increases In at least one component of 
unsaturated fatty acids, and because the 
current science base has suggested that 
the benefits of polyunsaturated fatty 
acids derive not from increased intake 
but rather from their substitution for 
saturated fatty acids. 

d. Special requirements for)Yber 
claims for foods not low in fat. 
Consistent with section 403(r)(Z)(A](v) of 
the 1990 amendments, FDA is proposing 
to require that unless a food meets the 
definition for “low fat” (i.e., contains 3 g 
or less of fat per serving and per 100 g of 
food), as proposed in 0 101.62(b)(Z) of 
the companion document on claims for 
fat, saturated fat, and cholesterol 
content, the claims “high fiber” or 
“source of fiber” shall be accompanied 
by a declaration of the amount of total 
fat in a serving of the food. Therefore, 
FDA is proposing in 5 101.54(d) that if a 
claim is made that a food is high in fiber, 
or is a source of fiber, and the food is 
not low in total fat as defined in 
(i 101.62(b)(2), then the label must 
disclose the level of total fat per labeled 
serving in the referral statement (e.g., 
“Contains [Xg] of total fat per serving. 
See [nutritionpane(l for nutrition 
information”). 
C. Relative Claims 

1. Introduction 
Among the terms the agency is 

required by the 1990 amendments to 
define, unless they are found to be 
misleading, are “light” (or “lite”), 
“reduced,” and “less” (section 
3(b)(l)(A)(iii)(III), (b)(l)(A)(iii)(IV), and 
(b)(l)(A)(iii)(V), respectively). Claims 
that include these terms are intended to 
help guide consumers to foods that may 
be useful in meeting current dietary 
recommendations. In addition, these 
terms provide a basis for comparing the 
level of a nutrient in one food to its level 
in another food. The agency refers to 
these claims as “relative claims” to 
distinguish them from the “absolute” 

nutrient content claims using, for 
example, “low” or “high.” Nowever, the 
term “light” has been used not only as a 
comparative term to indicate that there 
is less of a nutrient in this particular 
food compared to snother food, but it 
has also been used to directly describe a 
characteristic of the food itself without 
direct comparisons to another food. 

The agency is also proposing to define 
the circumstances under which the 
terms “fewer” and “more” may be used. 
Together with “less,” FDA considers 
“fewer” and “more” to be a subset of 
relative claims referred to as 
“comparative claims.” 

Although there is a certain amount of 
overlap in the proposed definitions of 
these terms, the agency is really defining 
them to create a continuum for “light” 
claims, to “reduced,‘! and finally to 
“less,” with decreasing rigor in the 
requirements for use of the terms. FDA’s 
tentative view is that such an approach 
will limit consumer confusion with 
respect to the meaning of these terms. 
However, FDA recognizes that, as an 
alternative, the terms could be used 
subject to a single set of definitional 
requirements, with full disclosure, as 
part of the claim, of the reference food, 
the percent the nutrient has been 
decreased, and the quantitative amount 
of the nutrient in the labeled food and 
the reference food. This alternative 
approach is discussed below in section 
IV. 
2. General Requirements 

The general requirements for relative 
claims, including comparative claims, 
are set forth in proposed 0 101.13(j). 

a. Refirence foods. Relative claims 
compare the amount or percentage of a 
nutrient in one product to the level of 
that nutrient in another food. The 
agency uses the term “reference food” to 
denominate the food to which the 
labeled product is compared. Because a 
relative claim may be made with respect 
to a variety of reference foods, FDA 
believes that for such a claim to be 
complete and not misleading, the claim 
must be accompanied by a statement 
that compares the food for which the 
claim is made to a specified reference 
food. This Information is important 
because the amount of a nutrient in a 
food product, potato chips for example, 
may vary widely. Some brands or 
formulations may be relatively low in a 
nutrient, such as fat, while others are 
relatively high. Consequently, the 
declared percentage reduction in a 
nutrient in a food making a claim will 
vary depending on the food to which the 
comparison is made. Conversely, two 
products showing the same percentage 
redu&ion in a nutrient, 25 percent for 

example, may vary considerably in the 
absolute amount of the reduction, 
depending on the product to which each 
altered food is compared. 

The agency believes that a food 
bearing a relative claim. but not the 
identity of the reference food, would be 
misbranded under section sw(a) and 
201(n) of tbe act because a fact material 
to understanding the significance of the 
claim would not be revealed. 
Information about the nature of the 
modification of the product, which 
would be essential in judging the 
usefulness of the product, would not be 
declared. The agency believes, 
therefore, that the identity of the food 
that serves as the basis for the relative 
claim must he stated on the label. 

To ensure that the comparisons made 
are appropriate, FDA is proposing 
criteria for selecting reference foods. 
FDA first developed these criteria in 
response to comments on its proposal on 
cholesterol content claims (51 FR 42534, 
November 25,1966). These criteria were 
discussed in the subsequent tentative 
final rule (55 RI? 29458, July 19,199O). In 
that document, the agency tentatively 
concluded that appropriate reference 
points for “reduced’ and comparative 
claims would be: (1) An industry wide 
norm, (2) the manufacturer’s regular 
product, or (3) a similar product or class 
of products as found in a current valid 
composite data base. 

Although FDA is proposing to retain 
these general points of comparison, the 
agency considers it necessary to alter 
the application of these references to 
accommodate the expanded scope of the 
descriptors found in this document. 

The agency is now proposing an 
industry-wide norm as a reference point 
for all relative claims in 0 101.13(j)(l)(i). 
An industry-wide norm takes into 
account all foods in a particular product 
class. Consequently, it provides the 
broadest base and the least opportunity 
for abuse of any of the reference foods. 
As defined in the cholesterol tentative 
final rule, an “industrywide norm” is an 
average value that is determined by 
calculating the weighted average of the 
nutrient in question on a unit or tonnage 
basis according to the national market 
share of all foods of the type for which 
the claim is being made. This concept 
utilizes national market share 
information that is readily available to 
both industry and government. The 
agency believes that by calculating the 
industry-wide norm on a unit or weight 
basis rather than on the basis of dollar 
sales, the price variability between 
various brands of similar products 
(generic or store brand versus national 
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brands, for example) will not affect the 
result. 

As an example of the calculation for 
“industry-wide norm,” if brand A has a 
market share of 75 percent and contains 
106 mg of cholesterol per IO-ounce (oz) 
serving, and brand B has a market share 
of 25 percent and contains 260 mg of 
cholesterol per 10-0~ serving, then the 
industry-wide norm is 125 mg of 
cholesterol per 10-0~ serving. 

FDA is proposing in 0 lOl.l3(j)(l)(ii) 
that reduced and comparative claims 
may also be made using “a 
manufacturer’s regular product.‘* in the 
cholesterol tentative final rule, FDA 
defined this food as a food actually 
offered for sale to the public on a regular 
basis for a substantial period of time in 
the same geographical area, by the same 
business entity or by one entitled to use 
its trade name. This criterion will 
prevent misleading comparisons by 
precluding a manufacturer from 
specially formulating a product that is 
particularly high in a nutrient for limited 
distribution, for the sole purpose of 
providing a favoratile basis of 
comparison for another product. A 
manufacturer’s regular product provides 
a reference to a known specific food ancl 
consequently provides a meaningful 
basis for “reduced” and comparative 
claims which compare one product 
directly to another. 

Finally, FDA is proposing in 
0 lOl.l3(j)(l)(iii), for comparative claims 
only, that a food may also be compared 
to a similar product or class of products 
whose compositions are published in a 
current, valid composite data base, such 
as the revised sections of USDA’s 
Agriculture Handbook No. 8: 
“Composition of Foods, Raw, Processed, 
Prepared” (Ref. 39). By including va!id 
data bases as a basis of comparison, the 
agency would permit comparative 
statements based on comparisons of 
foods within a product class. ti product 
class would include foods for similar 
dietary uses, i.e., foods that are used 
interchangeably and have similar 
product characteristics. For example, 
this reference point would allow a 
potato-based snack food to make 
comparisons with potato chips or with 
corn chips and a waffle to be compared 
with a pancake or french toast. This 
approach would also allow certain new 
types of products that have a nutritional 
advantage over existing foods to make a 
comparative statement. Such a 
comparative statement might read, for 
example, “potato puffs, contains 25 
percent less fat than potato chips.” 
Because a valid data base, such as 
USDA’s Agriculture Handbook No. 6, 
(Ref. 39) includes a wide variety of foods 

within a product category, the agency 
believes that this reference is 
inappropriate for “reduced” or “light” 
claims. 

b. Need for information to accompany 
claim. The agency believes that even 
though terms used in relative claims will 
be defined by regulation, the claims may 
be misleading unless they are 
accompanied by certain material facts 
that are necessary if consumers are to 
understand the change that has been 
made in the food. The agency considers 
that in the presence of a relative claim: 
(1) The percent of change in the nutrient 
level, and (2) the amounts of the nutrient 
in the labeled food and the reference 
food are material facts under sections 
403(a) and 201(n) of the act. 

As will be discussed in detail later. 
the agency is proposing to permit 
relative claims on foods based on 
nutrient differences of 25 percent and 
above for diminished levels of a nutrient 
and 10 percent or more of the DRV or 
RDI for increased levels of a nutrient. 
Consequently, information about the 
percent difference in the level of the 
nutrient between the food and the 
reference food is necessary for the 
consumer to evaluate the claim. 

Even if a product declares the percent 
reduction in a particular nutrient 
compared to the reference food (or the 
percent more of the DRV or RDI 
compared to the reference food for 
“more” claims), the amount of that 
nutrient in the product relative to the 
reference food is also necessary 
information. Information on the amount 
of nutrient present is necessary for 
consumers because it provides an 
additional basis on which they can 
evaluate the significance of the change, 
and because it helps them in composing 
a diet to meet nutritional requirements. 

FDA is proposing that statements 
about the relative amount of a nutrient 
in the labeled food compared to the 
reference food state the amount of the 
nutrient in each food, i.e., “This 
cheesecake contains 150 calories per 
serving compared to 200 calories per 
serving of our regular brand.” 

As discussed in section 1I.C. of this 
document on referral statements, the 
agency believes that required 
accompanying information should be in 
type size no less than one-half the size 
of the claim. Therefore, consistent with 
current regulations and proposed 
requirements for referral statements, the 
agency is proposing that the required 
information accompanying a claim 
about the relative amount of a nutrient 
be in type no less than one-half the size 
of the type of the claim but in no case 
less than one-sixteenth of an inch. One 

sixteenth of an inch, as discussed above, 
is the minimum size normally permitted 
(per 8 101.2(c)) for information required 
on the principal display, or information 
panel of food labeling. 

The agency recognizes that the 
information that it is proposing to 
require accompany a relative claim is 
considerable, but it considers this 
information necessary to ensure that the 
claim is not misleading. On the other 
hand, FDA also recognizes that a 
requirement that this information be 
included each time a relative claim is 
made would overburden the label to the 
point that the usability of the required 
information could be diminished. 
Therefore, the agency believes that the 
quantitative information required to 
accompany the claim should be required 
with only the most prominent 
declaration of the claim on the food. 

Accordingly, based on the foregoing 
discussion, the agency is proposing in 
0 101.13(j)(2) that for foods bearing 
relative claims, the label must bear 
immediately adjacent to a relative claim 
in the most prominent location on the 
label, and in type no less than one-half 
the size of the type in the claim but in no 
case less than one-sixteenth of an inch. 
the following information: (1) The 
identity of the reference food, (2) the 
percentage by which the amount of the 
nutrient in the food differs from the 
amount in the reference food, and (3) 
quantitative information comparing the 
amount of the subject nutrient in the 
food per labeled serving with that in the 
reference food ((, 101.13(j)@)(i)). 

The agency is also proposing that the 
determination of which use of the claim 
is in the most prominent location will be 
made based on the following factors, 
considered in order: (1) A claim on the 
principal display panel adjacent to the 
statement of identity, (2) a claim 
elsewhere on the principal display 
panel, (3) a claim on the information 
panel, or (4) a claim elsewhere on the 
label or labeling (proposed 
0 lOl.l3(j)(2)(ii)). These factors are 
based on the fact that the statement ot 
identity is the most critical information 
on the package, and that the principal 
display panel, followed by the 
information panel, are the most 
important label panels. In addition, 
these requirements are reiterated in the 
appropriate paragraphs for relative 
claims for the individual nutrients e.g., 
in 5 101.54(e)(l)(iii) for “more” claims, 
fi 101.56(b)(3) for “light” claims, 
§ 101.60(b)(4)(ii) and (b)(5)(ii) for calorie 
claims, and 8 lOl.Sl(b](S)(ii) and 
(b)(7)(ii) for sodium claims. 

c. Absolute difference in nutrierlt 
levels for relative claims with 
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c?ecreosed levels of nutrients. The 
agency is concerned that relative claims 
that highlight a decrease in the amount 
of a nutrient will be made on products 
that normally contain only a small 
amount of that nutrient. In such 
products, a large percentage reduction 
would produce only a small ch,ange in 
the actual amount of the nutrient 
present. For instance, a food containing 
only 50 calories per serving could be 
reformulated to contain 35 calories per 
serving and thereby qualify to use a 
relative claim when, in fact, the 
difference of 15 calories cannot be 
considered of nutritional sign% cance. A 
claim for such a nutrient content 
difference would be misleading, 

Therefore, the agency believes that an 
additional criterion that specifies a 
minimum reduction in the amount of the 
nutrient is necessary to ensure that 
manufacturers do not make changes 
based on inconsequential changes in 
their products. 

Currently, no guideline or definition 
that can be used for determining the 
amount of a nutrient in food that can be 
considered consequential or 
nutritionally meaningful is available. 
However, FDA believes that the 
definition for a “low” claim on a per 
serving basis should be used as such an 
amount. The agency considers this level 
to be appropriate because the amount 
specified as “low” is not 
inconsequential relative to the overall 
intake of the nutrient. A person who 
chose a diet exclusively of foods that 
qualified for a “low” claim for a 
particular nutrient would be expected to 
consume as much as 50 percent of the 
recommended levels for that nutrient. 
Yet, because the definition of “low” is 
tied to the measurable amount of the 
nutrient, it is clearly a small amount. 

Accordingly, FDA is proposing in 
Fc lOl.l3(j#Z)(iii) that a relative claim for 
a decreased level of a nutrient may be 
made on the label or in labeline of a 
food only if the nutrient contez forthat 
nutrient differs from that of the 
reference food by at least the amount 
specified in the definition of “low” for 
that nutrient. Consequently, to bear a 
relative claim for decreased levels of 
calories, for example, a food would have 
to have a decrease from the reference 
food of more than 40 calories per 
serving. 
9. Reduced 

a. Background. FDA has recognized 
the potential dietary benefits of foods 
that have been fabricated or altered to 
reduce their nutrient content. FDA 
regulatians, proposed regulations, and 
guidelines provide for the use of the 
term “reduced” for content of sodium 

(2X CFR 101.33(a)(4)), fat (Refs. 3 and 31). 
cholesterol (55 FR 2~56, July 19,1960), 
and calories (21 CFR 105.6&[d)). 
Canadian regulations provide for the use 
of the term “reduced” for altered foods, 
specifically for the content of calories 
(Ref. 32) and carbohydrates (Ref. 33). 

In response to the 1986 ANPRM and 
the public hearings, FDA received a 
variety of comments concerning the 
term “reduced.” Many supported the use 
of the term, although a few comments 
suggested that the term was redundant 
to the agency’s provision for 
comparative statements, and that the 
term could be misleading to consumers 
who would interpret the claim to be 
synonymous with “low.” Several 
comments stated that there is a need to 
limit the descriptor to a “significant 
standard of reduction” or a difference of 
‘hutritional significance” to consumers. 
Other comments argued that, in defining 
this term, it is necessary to avoid using 
unreasonably restrictive criteria that 
could not be met technologically. These 
comments stated that such criteria 
would not provide incentives for 
alterations in food products. However, 
the comments generally supported the 
use of levels such as the 33.3 percent for 
calories, the 56 percent for fat, and the 
75 percent for sodium that FDA has 
established as the reduction levels. 
Some comments stated that for 
consumer ease of understanding, and to 
provide for industry incentives to reduce 
nutrients in foods, general use of 33.3 
percent for all nutrients was desirable. 
Other comments supported the use of a 
50 percent reduction for all nutrients. 

The agency believes that consumers 
associate the term “reduced” with a 
beneficial reformulation of the food 
product, and many comments support 
this belief. Furthermore. siren the 
considerable increase iniublic 
awareness and concern about diet and 
health, the term is viewed by industry 
and by public health professionals as 
being particularly effective in causing 
consumers to select one product over 
another. Therefore, FDA agrees that the 
term should be defined, and that the 
definition of the term should be limited 
to reformulations that reflect 
considerable decreases in the level of 
the nutrient and that have the potential 
to result in a significant impact on 
dietary intake of the nutrient. Moreover, 
es stated above, section 
3(b](l)(A)(iii](IV) requires that FDA 
define this term. 

In defining the term “reduced,” FDA 
acknowledges the possibility that 
consumers could interpret the term to be 
synonymous with the term “low” but 
believes that consumer education efforts 
‘an help to alleviate the pcrtFtntia1 

confusion. Moreover, the possibility of 
misinterpretation does not outweigh t&e 
potential benefits of encouraging the 
availability and consumption of foods 
containing reduced levels of certain 
nutrients. Furthermore. as described 
above, the agency is proposing to 
require declaration of quantitative 
comparisons both in terms of percent 
reductions and absolute amount 
reductions. These proposed provisions 
should decrease the possibility of 
consumer misinterpretation of the term 
“reduced” 

FDA is proposing to define “reduced” 
for the following nutrients: total fat, 
saturated fat. cholesteroi. sodium, and 
cakes. The rationale for defining 
“reduced fat.” ““reduced saturated fat,” 
and “reduced cholesterol,” and the 
proposed definitions for these terms, are 
set forth in the companion document an 
claims about these nutrients published 
elsewhere in this issue of the Fe&rat 
Register. FDA tentatively concludes that 
reduced claims for nutrients o&her than 
these five are not appropriate because 
the reduction of other nutrients in the 
diet is not identified as being of public 
health importance in the major 
consensus reports currently available 
(Refs. 2 and 3). 

b. How definitlbns of “reduced”for 
nutrien!s were derived. To justify a 
“reduced claim” and the consequent 
emphasis on the fact that a reduction in 
a nutrient has occurred, FDA believes 
that there should be a substantial 
reduction in the amount of nutrient 
present in the food, which in turn could 
result in a substantial reduction in the 
amount of the nutrient in diets of 
individuals. While there is general 
agreement that the availability of foods 
reduced in specific nutrients is 
beneficial from a public health 
perspective (Refs. 5 and 461, there are na 
scientific data available to indicate 
precisely the extent to which reductions 
of these nutrients in available foods are 
needed, nor the extent to which such 
reductions could affect the diets of 
individuals. Nonetheless, FDA has 
developed a general approach to the use 
of this claim. 

In defining “reduced,” and what 
would constitute a substantial reduction 
in the level of a nutrient in a food. an 
important consideration is the 
distribution of the nutrient in the food 
supply. If a nutrient is provided by all 
general categories of foods, such as 
fruits, vegetables, grain products, and 
dairy products, the nutrient can be 
considered ro be ubiquitous in the food 
supply. The extent of reduction 
necessary to justify a “reduced” claim 
for nutrients thnt are ubiquitous is likely 
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to be different than that necessary for 
nutrients that are found in only some or 
a few food categories. If the dietary 
reduction of a nutrient can be spread out 
over all or most food categories, smaller 
reductions on a food-by-food basis 
would be needed to achieve a 
substantial dietary impact than would 
be needed if the nutrient is present in 
only some food categories. 

A second important consideration in 
defining “reduced” is the need to 
provide a consistent definition for this 
term for all nutrients, so that consumer 
education efforts can be more easily 
implemented. Comments have suggested 
that consumers will more readily recall 
the meaning of the term “reduced” if it is 
limited to one level of reduction, such as 
one-third or one-half. The agency agrees 
that consistency in definition is 
desirable. 

Therefore, in developing the general 
criteria for the use of the term 
“reduced,” the agency considered the 
level of reduction that would result in a 
substantial reduction in the nutrient 
content of foods as well as the need for 
consistency of terms. In addition, FDA 
considered two other factors. In 
response to comments, FDA considered 
the technological feasibility of reducing 
levels of nutrients in foods. Finally, in 
developing these definitions, the agency 
reviewed the quantitative differences 
between current levels of intake for 
these nutrients and recommended levels 
of intake. 

FDA is proposing to define the term 
“reduced” as a difference of 50 percent 
for all specified nutrients except 
calories. The agency has tentatively 
decided that there are no compelling 
reasons to change the current definitioa 
for “reduced calorie” of a 33.3 percent 
reduction in calories (8 10&66(d)(l)(i)). 
For the other four nutrients, reductions 
of 50 percent are feasible, even in the 
case of total fat. Current technology has 
demonstrated that for many foods, 
including dairy products, a reduction in 
total fat of 50 percent or more is 
achievable (Ref. 40). 

In addition to a percentage reduction, 
FDA is proposing to include an absolute 
reduction criterion in the definitions for 
“reduced” for particular nutrients. To 
bear a “reduced” claim, the food must 
contain a level of the nutrient that is 
reduced from that in the reference food 
by an amount that exceeds the per 
serving criterion for “low” for that 
nutrient. FDA explained the basis for ii.9 
reliance on that criterion in section 
III.C.2.c. of this document, above. 

c. Reference foods for ‘k-educed” 
claims. As discussed above (section 
1II.C.Z.a. of this document), FDA is 
proposing in 0 101.13(j)(l) two reference 

points against which a food can be 
compared to develop a “reduced” claim 
that is not false or misleading: (1) An 
industry-wide norm and (2) a 
manufacturer’s regular product. 

The agency believes that these 
reference points are appropriate for 
“reduced” claims because they reflect 
points of comparison that are accurately 
and consistently quantifiable and that 
thus can provide a meaningful basis of 
comparison. An industry wide norm 
represents a reference point calculated 
on the basis of all foods of the particular 
type for which the claim is being made. 
Likewise, the manufacturer’s regular 
brand, which has been available for sale 
to the public on a regular basis for a 
substantial period of time and in the 
same geographic area by the same 
business entity or one entitled to use its 
trade name, provides the consumer with 
a valued reference point to which they 
should be familiar. 

The agency, however, does not 
consider the third reference point, i.e., a 
similar product or class of similar 
products in a current valid composite 
data base, to be an appropriate point of 
reference for comparing “reduced” 
foods. Such a reference point reflects a 
much wider variety of products than the 
other two. The agency believes that 
“reduced” comparisons should be made 
to a product or type of product that is 
most like the product bearing the claim. 
For example, if a product is labeled as 
“reduced fat imitation bacon bits,” it is 
claiming that it contains reduced fat 
when compared to other imitation bacon 
bits. If such a claim could be made on 
the basis of a data base of products 
similar to imitation bacon bits, the data 
base would likely include a range of 
products, including bacon. The imitation 
bacon bits could have reduced fat when 
compared to the data base but not 
riecessarily any less fat than other 
imitation bacon bit products. In such 
circumstances, the claim would clearly 
be misleading. Thus, FDA believes that 
comparison to a data base of similar 
products is not an appropriate basis for 
a “reduced” claim. 

Moreover, particularly as a data base 
ages, the values in the base may no 
longer represent the nutrient 
composition of foods that are on the 
market. If, for example, all 
manufacturers have lowered the amount 
of fat in their products, it would not be 
appropriate for an individual 
manufacturer to make a “reduced” claim 
against the higher value represented by 
the older average value. By requiring 
that the comparison be made against an 
“industry-wide norm” or the 
manufacturer’s regular product. the 

agency believes that this problem is 
minimized. 

d. Specific defhitions-i. Reduced 
sodium. FDA is proposing to define 
“reduced sodium” in 8 101.61(b)(6)(i) as 
a reduction of at least 50 percent and a 
minimum reduction of more than 140 mg 
per serving. This definition is different 
than the current FDA regulation (21 CFR 
‘lOl.l3(a)(4)), which provides that for a 
food to be labeled “reduced sodium,” its 
level of sodium must be reduced by 75 
percent. No weight based criterion is 
specified in the current regulation. 

In its 1984 rule on sodium descriptors 
(49 FR 15510), FDA stated that it 
intended the “reduced sodium” 
descriptor to be reserved for those 
products in which there has been a very 
substantial reduction in the level of 
sodium, and that the feasibility of a 75 
percent reduction in sodium had been 
demonstrated for a few products such as 
cheese and soups. The agency stated 
that it did not consider a 75 percent 
reduction to be too severe, unrealistic, 
or technologically infeasible. 

Few data are available to determine 
the extent to which foods have been 
reformulated to meet the current 
criterion for “reduced sodium.” A 
review of data in FDA’s 1988 Food 
Labeling and Packaging Survey (FLAPS) 
data base revealed that of the 1,265 
foods in the data base, none had 
“reduced sodium” in their brand name 
or elsewhere on the label (Ref. 41). 
Information from a market survey for 
the period of January to June 1989 (Ref. 
42) reveals that about two dozen 
products from over 222,000 products 
were recorded as having “reduced 
sodium” or “reduced salt” in their brand 
name. 

While the results of those surveys 
may suggest that the current criterion 
may be too difficult to meet, a firm 
conclusion cannot be drawn because 
these surveys are selective and not 
comprehensive. However, the agency 
recognizes that a 75 percent reduction in 
sodium may be too difficult to achieve to 
provide incentive to the food industry to 
develop and promote reduced sodium 
foods. The agency therefore believes 
that some reduction in this criterion 
would be appropriate. 

One reason to consider a 50 percent 
reduction as a more appropriate 
criterion for “reduced sodium” is the 
desirability of harmonizing the criteria 
used to define the term “reduced” 
among the various nutrients. As 
discussed above, consistency of 
definition will facilitate education 
efforts and potentially decrease-the 
level of confusion concerning the overall 
use of the term. In the companion 
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document concerning fat, saturated fat, 
and cholesterol descriptors, FDA is 
proposing a 50 percent reduction as the 
definition for “reduced fat,” “reduced 
saturated fat,” and “reduced 
cholesterol.” 

Furthermore, evidence from FDA’s 
Regulatory Food Composition Data Base 
(Ref. 35) suggests that while sodium is 
not ubiquitous in the food supply, it is 
present in many foods. As a restilt, there 
are a large number of potential 
candidates for a “reduced sodium” 
claim. While a 50 percent reduction is 
obviously smaller than a 75 percent 
reduction, if more manufacturers make 
reduced sodium foods as a result of this 
decrease in the criterion, the 50 percent 
reduction criterion may ultimately be as 
effective, or more effective, in lowering 
sodium intake than would be a 75 
percent reduction in fewer foods. 

Additionally, the agency has 
estimated that a general reduction of 50 
percent in sodium intake is needed to 
meet current dietary recommendations 
(Ref. 43). While such an estimate cannot 
form the basis for defining prec:isely the 
necessary level of reduction of a 
nutrient needed, in the case of sodium it 
supports that a 50 percent reduction in 
individual foods is not inconsistent with 
current public health goals in that the 
proposed level of reduction in foods 
corresponds to the apparent need for 
reduction in the general diet. 

FDA is therefore proposing in 
§ 101.61(b)[6) to amend the current 
regulation for reduced sodium foods 
(3 101.13(a)(4)) by establishing .50 
percent for “reduced sodium” as a 
minimum reduction. The agency 
specifically asks for comments 
concerning this proposed criter:ion, its 
public health impact, and nutritional 
significance, as well as the extent to 
which the benefits of consistency among 
definitions and increased availability of 
sodium reduced foods should be 
considered. 

The agency is also proposing in 
§ 101.61(b)(6) to limit the use of the term 
“reduced sodium” to those foods for 
which the total reduction in sodium 
levels exceeds 140 mg per serving. As 
discussed above, this second criterion 
will prevent “reduced sodium” claims 
on foods that have undergone 
inconsequential reductions in sodium 
levels. 

ii. Reduced calorie. FDA is proposing 
in $ 101.60(b)(4)(i) to define the term 
“reduced calorie” as a level of reduction 
of at least 33% percent and a minimum 
reduction of 40 calories per serving. This 
proposed definition is consistent with 
current agency regulations concerning 
the use of this term (8 105.66(d)) but 
differs from the other current prSoposed 

levels of reduction for sodium, total fat, 
saturated fat, and cholesterol, all of 
which are proposed to be defined as a 
reduction of at least a 50 percent for the 
designated nutrient. 

FDA first defined the term “reduced 
calorie” in 1978 (43 F’R 43248). At that 
time, concerns about the term centered 
on ennsuring that it applied to foods that 
have special value for reducing or 
maintaining body weight or caloric 
intake. The agency had tentatively 
defined “reduced calorie” as one that 
had at least a one-third reduction in 
calories (42 FR 37166). Comments 
received by the agency generally 
suggested that a lower number, such as 
a 25 percent reduction, be used. 
However, the agency adopted the 33% 

percent reduction because it is feasible 
for many foods to achieve such a 
reduction, and because the agency felt 
that consumers expect a substantial 
reduction when “reduced” is used. FDA 
acknowledged that not all foods could 
be calorically altered but stated that it 
was important to have a reasonably 
large reduction in those that can be 
altered and that are offered for sale 
primarily on the basis of their caloric 
reduction. 

Comments received by FDA in 
response to the 1989 ANPRM and public 
hearings generally supported the use of 
the term “reduced calorie.‘* No 
comments expressed concern that the 
current level used to define this term 
was inappropriate. One comment, 
however, suggested that all terms for 
“reduced” shoild be defined as a 25 
percent reduction, and one comment 
suggested that the level of reduction for 
all relevant nutrients should be one- 
third. 

In arriving at a definition for “reduced 
calorie,” FDA considered that the 
ubiquity of calories across all food 
categories suggested that the reduction 
in calories in each food necessary to 
achieve an overall reduction of public 
health significance could be less than 
that necessary for nutrients such as 
cholesterol or fat. Additionally, the 
agency considered the public health 
recommendations relative to weight 
control, which stress the desirability of 
only moderate reductions in calories 
coupled with an increase in exercise or 
energy (calorie) expenditure (Refs. 2 and 
31. 

Diets with a moderate reduction in 
calories are the most advisable for 
general use because they present less 
risk that the intake of essential nutrients 
will be inadequate when the caloric 
intake is controlled. A one-third 
reduction criterion allows a greater 
variety of nutritious foods to bear claims 
of usefulness in reducing or maintaining 

caloric intake or body weigh:, ~11 
variety is important in maintaining the 
motivation to adhere to a calorie control 
program. Finally, the agemy considered 
that the current definition of “reduced 
calorie” has been used for a 
considerable time without apparent 
difficulty for manufacturers or 
consumers. 

For these reasons, the agency 
continues to believe that the percentage 
reduction specified in its current 
definition of “reduced calorie” in 21 CF’R 
10&66(d) is appropriate and that there is 
no compelling reason to change this 
criterion. Thus, FDA is proposing to 
recodify this provision as 0 101.6O[b)(4). 
Additionally, as discussed above in 
section 1ILC.Z.c. of this document, the 
agency is also proposing that 
declarations concerning reductions in 
calories be limited to those foods in 
which there has been a reduction of 
more than 40 calories per serving. 
4. “Light” or “Lite” 

a. Reduced calorie/reduced fat 
products. The 1980 amendments, in 
section 3(b)(l)(A)(iii)(III), instruct the 
agency to define the term “light” or 
“lite.” (For purposes of this notice, the 
term “light” will be used to mean either 
“light” or “lite.“) 

The term “light,” as it has been used 
for a number of years, connotes e wide 
variety of meanings such as low or 
reduced calorie: reduced in fat, sugar, or 
sodium: light in weight, texture, or color: 
and thin or less viscous. However, 
surveys (Refs. 44 and 45) conducted in 
1982 and early 1990 found that 
consumers (70 percent in 1982 and 69 
percent in 1980) believe thut the term 
“light” means that the caloric level has 
been altered in some manner. The 
similarities in the consumer responses in 
these two surveys demonstrate 
considerable stability in consumer 
perception of the term “light,” even 
though the extent and variety of uses of 
this term in food labeling have increased 
many-fold since 1982. 

In addition to being a relative claim 
that compares a food to another food, 
the term “light” has been used to 
directly describe the food itself. Without 
specifying a reference food, the term 
“light” has been used to imply that the 
food bearing the term is somehow better 
nutritionally than other similar but 
unspecified foods not bearing the term. 
In this way it has been used more like 
the absolute claim “low.” 

The legislative history reflects this use 
of “light.” It states that “an example of 
an implied claim l * l would be the 
statement “lite,” which implies that the 
product is low in some nutrient 
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(typica!ly calories or fat), but does not 
sq so expressly.” (H. Rept. 101338, 
SUJYU, 19.) When “light” has been used 
as an implied claim, the consumer has 
generally not been given any explicit 
product-to-product comparisons to 
support the claim. The use of “light” 
without such comparisons results in a 
direct statement about the food, 
suggesting that the food itself was 
somehow more healthful. 

Thus, it is not surprising that “light” 
appears to have great appeal to 
consumers. In a 1990, Gallup Pail [Ref. 
45) many consumers said that they 
consume “light” products. Sixty-five 
percent said they consume “light” 
cheese, yogurt, and sour cream, and 46 
percent said they consume “light” ice 
cream and frozen desserts. Because a 
majority of consumers associate “light” 
with a reduction in calories even though 
there are other meanings for the term, 
the potential for misuse of the term is 
created. For example, the use of the term 
“light” on a food oil may lead consumeas 
to believe that the product has been 
reduced in calories or fat, when the term 
is actually being applied to the food to 
refer to its color. 

Because the term “light“ appears to be 
meaningful to a majority of consumers, 
and because of the potential for misuse 
of the term, the agency believes that use 
of the term must be limited to foods that, 
compared to other products in their 
class, contribute substantiaily to the 
reductian of calories and fat in the diet. 
Although FJJA currently has no 
regulations governing tbe use of “light,” 
the agency believes that its definition 
should be based primarily on 
consumers’ perception that the word 
“light” means “reduced” in calories. As 
discussed above, the agency is 
proposing to retain the definition of 
“reduced calorie,” currently in 8 105&i 
(% reduction in the number of calories 
compared to a reference food) in 
proposed 0 101.60(b)(4)(i). Therefore, the 
agency is proposing in 5 101.56(b)(l) th; t 
the terms “light” or “lite” may be used 
without further qualification to describe 
a food provided that the food has been 
specifically formulated or processed to 
reduce its calorie content by 33% 
percent or more from the reference food 
that it resembles and for which it 
substitutes. 

Recent!y. however, FDA has also 
allowed the term “light” to be included 
as part of the name of dairy products 
that are altered to have, in addition to 
one-third fewer calories, at least 50 
percent less fat, but to otherwise 
possess the same nutritianal properties, 
as the food for which they substitute. 
The agency has issued a number of 

temporary marketing permits allowing 
manufacturers to test market modified 
standardized foods on this basis (e.g., 
“lite sour cream”-55 FR 12736, April 5, 
1990; “light ice cream”-55 FR 3772, 
February 5.1990 and “light egg nag”-55 
E’R 46998, November 8, 1990.) 

Because manufacturers of high fat 
products, such as sour cream and egg 
nog, have petitioned FDA to use the 
term “light” to describe the altered 
versions of their products, and because 
other normally high fat products, such as 
cheese foods, are currently using the 
term “light.” the agency believes that it 
is necessary to establish criteria for use 
of the word “light” on altered products 
that substitute for foods that normally 
contain relatively Sigh amounts of fat. 

The egency believes, however, that it 
would be misleading to permit the term 
“light” to be used on a product that 
normally contains relatively high levels 
of fat end in which the fat has been 
reduced but not the calories. As the 
research discussed above shows, 
consumers expect a “light” product to 
primarily be reduced in calories. 
Therefore, FDA is proposing that for e 
food in which fat contributes 50 percent 
or more of the calories to bear the term 
“light,” it must be reduced both in 
calories and in fat by the percentage of 
nutrients that would allow the food, for 
both calories and for fat, to bear the 
term “reduced” (i.e., 33 % and 50 percent 
respectively). The agency setected 50 
percent of calories from fat es the point 
et which the fat content contributes so 
significantly to the calorie level in the 
food (Le.. half) that the fat level must be 
reduced along with the calorie level to 
justify a “iight” claim. 

Consequently, the agency is proposing 
in ?j 101.56(b)@) that e food that derives 
more that 50 percent of its calories from 
fat may use the term “light” or ‘lite” 
provided that, in addition to the caloric 
content being seduced by 33% percent, 
its fat content is reduced by 50 percent 
or more compared to the reference food 
that it resembles or for which it 
substitutes. 

it has been suggested as an 
alternative, rather than to prohibit a 
*light” claim on a product containing 
more than half of its calories from fat 
that has not been reduced also by 50 
percent in fat, that such product should 
bear some type of siatement informing 
the consumer that the product was not 
reduced in fat. Such a statement might 
be “Contains X percent fat.” or 
“Contains X percent calories from fat.” 
Would it be misleading to call such a 
product “light” without the defined fat 
reduction? The agency requests 
rnmments about this approach and 

about what statement might be required. 
For the claim to not be misleading, such 
a disclosure statement would need to be 
prominent and immediately adjacent to 
the claim each time it is made. 

As with “reduced” foods, so as not to 
allow nutrient content claims for 
reductions in foods that are 
inconsequential, the agency b&eves 
that a minimum reduction in calories 
and, where appropriate, fat should be 
required to justify an unqualified “light” 
claim. Consistent with the proposed 
requirements for “reduced calorie” and 
“reduced fat” claims, the agency 
believes that these minimum reductions 
should be more then 40 calories and 3 g 
of fat. The agency is proposing this 
;iniyurn reduction in 5 101.56 (b)(l) and 

Also, as with “reduced” foods, the 
agency considered what types of 
products would be appropriate as 
reference foods for “light” claims. 
Because a “light” claim is really two 
“reduced” claims, it would seem 
possible to make “light” claims on the 
basis of the same reference foods as 
“reduced” claims. IIowever, FDA’s 
experience with foods presently on the 
market that beer “light” claims has led it 
to tentatively conclude that for “light” 
claims, comparisons to e single food in 
the product class (i.e., the 
manufacturer’s own brand] may be 
misleading. This is particularly the case 
if the reference food differs significantly 
from the norm for the product class end 
contains the nutrient at a level that is et 
the high end of the range for the product 
class. 

An example of a food with respect to 
which a comparison with a 
manufacturer’s OWTI brand couId be 
misleading is chocolate chip cookies. An 
informai label survey [Ref. 58) revealed 
a wide variety of fat end calorie levels 
on a per serving basis for an equally 
wide variety of chocolate chip cookies. 
In fact, using the criteria from the 
serving size proposal published 
elsewhere in this issue of the Federal 
Register, even two chocolate chip 
coukies from the same manufacturer 
were found to differ widely in their fat 
and calorie content. A serving of one 
variety of chocolate chip cookies (two 
% ounce rookies) contained 100 calories 
and 4 g of fat. whiie the same size 
serving of another variety contained 180 
calories and 10 g of fat. Clearly 
comparison with either cookie could 
result in vastly different claims. 
Consequently. the agency believes that 
the manufacturer’s own brand may be 
misleading as a reference food for 
“light” products. and the agency is n3 
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proposing the manufacturer’s own brand 
as an appropriate reference food. 

Therefore, because of the potential for 
abuse of this term, FDA is proposing 
that the reference food for “light” claims 
be only an industry wide norm as 
defined in 3 101.13(j)(l)(i). The agency, 
however, solicits comments on this 
issue. 

b. “Light”sodium product:p. Some 
product labels have used the term 
“light” to describe the salt or sodium 
content of the food. Because this use of 
the term results in “light” being used on 
foods that have not been reduced in 
calories, the agency considers that this 
use could be misleading. Therefore, FDA 
believes that the term “light” should not 
be used on products solely in reference 
to their sodium content. Accordingly, the 
agency is proposing in $101.58(c) that a 
product other than a salt substitute that 
is low, reduced, or otherwise altered in 
sodium content cannot use the term 
“light” solely because of this alteration 
but rather must use, as appropriate, the 
terms “reduced sodium” or “low 
sodium.” 

Although 
the primary 

the agency is proposing that 
basis for the definition of 

“light” should be a reduction in calories, 
and that all other unqualified uses of the 
term are not permitted, the ajzency 
believes that the definition for “light” as 
used with salt substitutes can be viewed 
differently. Salt substitutes are offered 
for sale as products that contain 
virtually no calories. Because a salt 
substitute clearly contains no calories, a 
“light” claim would not Imply that such 
a product has been reduced in calories 
and would not be misleading. In 
addition, salt substitutes that use the 
term “light” have been on the market for 
a number of years, and consumers have 
become familiar with, and understand, 
the concept of “light” salt as being 
reduced in sodium. Therefore, the 
agency is proposing to permit “light” to 
be used on stilt substitutes that contain 
at least 50 percent less sodium than 
table salt. This proposed use of the term 
is consistent with the approach used for 
defining “reduced sodium,” Accordingly, 
the agency proposes in 0 101.56(d) that 
the term “light” may be used to describe 
a salt substitute if the sodium content of 
the product has been reduced by at least 
50 percent compared to table salt. 

However, because these salt 
substitutes may contain significant 
amounts of sodium, the resulting product 
may not meet the definition for a low 
sodium food. The agency therefore 
invites comments on the use of “light” 
for these products. 

c. Other uses of the word “kght. *’ As 
stated previously, the use of the word 
‘light” on food labels generally means 

reduced calories. However, in some 
cases it has been used to convey other 
meanings. The agency believes that the 
unqualified use of the term may mislead 
consumers into believing that a food is 
reduced in calories when this term is 
actually used to refer to properties of the 
food other than calories. Consequently, 
the agency believes that unqualified use 
of the term “light” when not referring to 
calories (or sodium in the limited 
circumstances discussed above) should 
be prohibited. 

If the term is meant by the 
manufacturer to refer to an organoleptic 
or other quality, such as texture, color, 
flavor, weight, or density, all of which 
may be a logical basis for the use of the 
term “light,” FDA believes that that fact 
must be clearly and plainly conveyed on 
the label. For example, the label may 
state “light in color,” “light in texture,” 
or use other terms that clearly convey 
the nature of the product. In addition, so 
as not to give undue prominence to the 
term “light” in relation to the term it 
modifies, FDA is proposing that this 
qualifying information be in the same 
type size, style, color, and prominence 
as, and in immediate proximity to, the 
word “light.” 

Therefore, the agency is proposing in 
0 101.58(e) that the term “light” may not 
be used to refer to a food that is not 
reduced ln calories by % and, if 
applicable, in fat by 50 percent, unless: 
(1) It describes some physical or 
organoleptic attribute of the food, such 
as color or texture, and the qualifying 
information (e.g., light in color, light in 
texture), so stated, clearly conveys the 
nature of the product, and (2) the 
qualifying information is in the same 
type size, style, color and prominence as 
the word “light” and in immediate 
proximity thereto. 

The agency recognizes that there are 
some long standing uses of the term 
“light” to characterize the particular 
nature of the product or distinguish it 
from a similar product with slightly 
different attributes. Examples of such 
products are light corn syrup as opposed 
to dark corn syrup, light brown sugar as 
opposed to dark brown sugar, and light 
molasses as opposed to dark molasses. 
Such light products are generally 
recognized to be both lighter in color 
and in flavor (i.e., less intense or more 
delicate) than their darker counterpart. 
The agency considers that the long 
standing use of the term “light” on these 
few products, whose special “light” 
characteristics are commonly 
understood, is sufficient reason to 
permit their continued use. 

Therefore. FDA is DrooosinP in 
0 101.58(fj that in thdse iare c&es where 
the word “light” has come. through 

common use, to be part of the statement 
of identity, the agency will not require 
that statements of identity for such 
products be further characterized. If this 
provision is adopted, light brown sugar 
will not be required to be labeled “light 
color brown sugar” or otherwise meet 
the requirements for nutrient content 
claims. The agency is proposing in 
3 101.52(f) that if a manufacturer can 
demonstrate that the word “light” has 
been associated, through common use, 
with a particular food (e.g., “light brown 
sugar, ” “light corn syrup,” or “light 
molasses]” to the point where it has 
become part of the statement of identity, 
such use of the term “light” will not be 
considered a nutrient content claim 
subject to the requirement as specified 
in part 101. 

FDA specifically asks for comments 
as to whether the approach to the term 
“light” outlined in this document is 
adequate to eliminate the misuse of this 
term. 
5. Comparative Claims 

a. Less or fewer, The agency 
recognizes that there are some foods 
that can achieve meaningful reductions 
in the level of certain nutrients but for 
which reductions of % of calories or 50 
percent or greater for nutrients ar ! not 
feasible. While these foods cannot bear 
a “reduced” claim, the agency believes 
that such foods should be permitted to 
be labeled with comparative statements 
using the term “less” or, because it is 
grammatically correct, “fewer” in the 
case of calories, that specify the extent 
to which the nutrient has been reduced. 
For example, the label of a pound cake 
could bear the statement, “25 percent 
fewer calories than our regular pound 
cake-this pound cake contains 150 
calories compared to 200 calories per 
serving in our regular brand.” The 
agency believes that the use of 
comparative claims provides 
manufacturers with an incentive to 
lower the nutrient content of a food 
even though it may not be 
technologically possible to achieve 
nutrient levels that are sufficiently low 
to allow the product to be labeled as 
“reduced.” 

To ensure, however, that the 
reductions are nutritionally meaningful, 
and that consumers are not misled by 
claims for reductions that are 
inconsequential, the agency believes 
that a comparative statement should be 
permitted on the label or in labeling of a 
food only if the food has been 
formulated or processed so that it 
contains a decrease in the level of the 
nutrient that is 25 percent or more 
compared to the reference food. this 
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requirement is consistent with the 
sgency’s current policy for comparative 
claims for sodium (49 FR 15521, April 28, 
1984) and the tentative final regulation 
fcr cholesterol (55 FR 294%). 

The proposed 25 percent reduction 
requirement is based on agency findings 
in those notices that products in which 
there has been a 25 percent or greater 
reduction in the amount of a nutrient 
will serve a useful role in the diet of 
those individuals who are attempting to 
limit their consumption of that nutrient. 
In addition, the agency made the finding 
in the 1984 sodium notice that because 
of variations in nutrient content within e 
food or class of food, any less of a 
reduction, such as the 10 percent that 
was originally proposed for sodium, 
would not always assure that the 
altered product contained less of the 
nutrient than the regular product. 
Improvements in food technology or 
other factors may make it practicable 
for manufacturers to measure reductions 
in nutrient content of less than 25 
percent. The agency solicits comments, 
including data, on whether 25 percent is 
necessary as a minimum reduction 
requirement for all foods, or whether a 
lower level is possible. However, FDA 
acknowledges that permitting 
comparative claims for food3 with a 
percentage reduction of less than 25 
percent may 3erve to facilitate 
consumers’ effort3 to improve these 
diets if such claims are reliable, and the 
absolute reduction referred to by the 
comparative claim is nutritionally 
significant. This alternative will also be 
d&cussed in the supplemental NPRM 
referenced in section IV above. 

Currently, Canadian guideline3 and 
regulations provide for comparisons 
when differences are at least 25 percent 
(Ref. 38). This criterion is also con@ent 
with USDA guidelines that permit 
comparative fat claims for meat and 
poultry products when fat is reduced by 
25 percent or more (Ref. 46). 

In addition, so that the reductions are 
nutritionally consequentia!, as with 
“reduced,” the agency is proposing that 
the minimum reduction for comparative 
claims be more than the value of “low” 
for that nutrient. Although the reduction 
in the amount of a nutrient is less for a 
comparative claim than for a “reduced” 
claim, it is still important that the 
reduction be of nutritional consequence. 
There is no baais to find that a decrease 
in the level of a nutrient smaller than the 
amount necessary to justify a “low” 
claim would be consequential. 
Therefore, FDA is proposing to require 
the 3ame minimum quantitative 
decrease in a nutrient for a “less” ciaim 
a: foul a ’ rcdvced” claim. 

i. Srxfiium. In the preamble to the final 
rIJle on sodium descriptors (49 FK 15510 
at 15521), the agency stated that a 
minimum sodium reduction of 25 percent 
was necessary for a product to make a 
comparative statement about sodium. 
This guidance was not codified in the 
regulation, but it did serve as the basis, 
as discussed abckve, for sodium daims 
using the term “less.” The agency sees 
no reason why the requirement3 for use 
cf the term “less” in describing the level 
of sodium in a product should be any 
different than those proposed for the 
other nutrients. The prop034 definition 
for “reduced sodium” is in accord with 
the definitions for “reduced” for all 
other nutrients except calories. 
Moreover, such an approach is in line 
with the agency’3 goal of making the 
definition3 for the various terms as 
consistent as possible to belp prevent 
consumer confusion. 

As discussed above, the agency is 
al30 proposing that the minimum 
amount by which a nutrient must be 
reduced for a food to bear the term 
“less” should be more than the vaiue of 
“low” sodium, i.e., 140 mg per serving. 

Therefore, the agency in proposing in 
8 101.61(b)(7) that a comparative claim 
using the term “less” may be used to 
describe the sodium content of a food 
provided that: (I) the food has been 
formulated or processed to reduce its 
sodium content by 25 percent or more 
with a minimum reduction of more than 
140 mg per serving from the reference 
food that it resembles and for which it 
substitutes as specified in 
3 lOl.13(jJ(lJ(l). (jJ(lKii), or (j)(l)(iii); and 
(2) the food meets the requirement3 of 
0 lOl.l3(jff2). 

ii. Calories. The agency believes that 
comparative statements should be 
permitted when the level of calories in a 
food is reduced by 25 percent compared 
to a reference food, even though there is 
only an 8 percentage point difference 
between the level3 at which a “reduced 
calorie” claim and a comparative 
s!atement may be made. Permitting 
comparative claim3 will allow claim3 to 
be made about the decrease in calorie 
levels in food8 that cannot meet the 
“reduced” criterion because of 
technological or other rea3ons. The 
agency believe3 that it is important to 
provide for comparative labeling for 
these foods because of the nutritional 
benefit that such food3 can contribute to 
the diet. If a person who generally 
consumed a diet containing a normal 
amount of calories, i.e., 2-350, were to 
consume a diet consisting solely of 
foods decreased in calories by 25 
percent, he or she could achieve a 
significant weight loss. 

In addition, as discussed above, in 
order to prevent comparative claim3 
being made for calorie reductions that 
are inconsequential, the agency believes 
that, as with all other nutrients, a 
minimum quantitative reduction should 
be established. This criterion, if 
adopted, will ensure that the reduction 
is nutritionally consequential. 
Consistent with the requirements for the 
various nutrients, the agency believes 
that this value should be more than 40 
calories (the level set for “low” calories) 
per serving. 

Therefore, the agency is proposing in 
101.60(b)(5) that a comparative claim 
using the term “fewer” may be used to 
describe the caloric content of a food 
provided that: (1) The food contains at 
least 25 percent fewer calories, with a 
minimum reduction of more than 40 
calories per serving from the reference 
food that it resembies and for which it 
substitute3 as snecified in 
§ lOl.l3(j)(l)[i),‘~)(l)(ii), or (j)[lJ[iiiJ; and 
(2) the food meet3 the requirement of 
JI 101.13(j)(2). 

However, because there is only an 8 
percentage point difference between the 
lower level of calorie3 for “light” and 
“reduced” (33% percent] versus 
comparative claim3 (25 percent), the 
agency solicits comment3 on the 
usefulness of allowing comparative 
claims in addition to “reduced” and 
“iight” daims for calories. 

iii. Sugars. Although the terms low or 
reduced sugars have not been defined, 
the agency believes that a term that 
highlight3 a difference in the amount of 
sugars in a product relative to another 
food would a33ist consumer3 in 
following the dietary guidelines relative 
to sugar. The agency believes that the 
term “less” may be useful in providing 
this information. 

The agency can see no reason to 
define a comparative value for “less” to 
be used with sugars that is different 
from the value for “less” for the 
nutrients previous!y defined. Therefore, 
the agency is proposing in $101.80(c)(4) 
that a comparative claim using the term 
“less” may be used to describe the 
sugars content of a food relative to the 
amount of sugars in another food 
provided that the food contains at least 
25 percent less sugars than the food to 
which it is compared. 

However, because the agency has not 
established a DRV for sugars, it dues not 
have a basis for deficing an insignificant 
amount of sugars to be used as a second 
criterion. The agency believe3 that, a3 
for other claims using the term “less,” a 
second criterion establirrhing a minimum 
quantitative reduction is necessary and 
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solicits comments on how such a second 
criterion might be derived. 

The agency, advises however, that 
regardless of whether any comments 
provide a suitable basis for a second 
criterion, that it intends to estalblish 
such a criterion to insure that claims of 
less sugars are not misleading because 
the decrease in the amount of sugars is 
nutritionally insignificant. 

b. More. Although the 1990 
amendments do not require that FDA 
define the term “more,” the agency 
recognizes that there may be instances 
when a manufacturer could make a 
statement on the label or in labeling that 
a food product contains more of a 
desirable nutrient than is in a reference 
food. Such claims may be made for food 
products containing nutrients such as 
dietary fiber, potassium, protein, 
vitamins, and minerals. In addition, 
claims using the term “more” may be 
useful in certain limited circum:stances 
to describe the level of complex 
carbohydrates and unsaturated fatty 
acids. 

FDA considers that such claims are 
currently governed by 0 101.9(c)(7)(v), 
which states, in part, that: “No claim 
may be made that a food is nutritionally 
superior to another food unless it 
contains at least 10 percent more of the 
U.S. RDA of the claimed nutrient per 
serving (portion).” In its proposal of July 
19.1990, on mandatory nutrition 
labeling, the agency retained and 
expanded this regulatory provision, in 
proposed 9 101.9(c)(ll)(iv) (55 FR 29515). 
to read: “No claim may be made that a 
food is nutritionally superior to another 
food unless it contains at least,:tO 
percent more of the RDI for protein, 
vitamins, or minerals or of the DRV for 
complex carbohydrates, fiber, 
unsaturated fatty acids, or potassium or 
at least 25 percent less on a weight basis 
for fat, saturated fatty acids, cholesterol, 
and sodium per serving (portion).” In the 
supplemental proposal on nutriiion 
labeling, FDA is proposing to delete the 
above provision from the nutrition 
labeling regulations because the issue of 
descriptors used on food labels or in 
labeling is being dealt with in the 
present document. The agency feels that 
the paragraph in question is more 
appropriately regarded as a general 
prmciple governing comparative claims 
than one relating to nutrition labeling. 

After careful consideration, FDA is 
proposing to retain its existing approach 
that a food must contain at least 10 
percent more of the RDI for protein, 
vitamins, or minerals or of the DRV for 
dietary fiber or potassium before a 
Lompara tive claim using the term 
“more” would be permitted. The agency 
IS proposing to retain the level ~,f 10 

percent more of RDI or DRG for a 
number of reasons. 

First, the difference must be on the 
basis of the RDI or DRV, rather than on 
a weight basis, for the relative 
difference to have dietary significance. 
For example, consider a product 
containing 100 mg of calcium. On a 
weight basis, it would have 10 percent 
more calcium than a product containing 
90 mg and 25 percent more than a 
prodtict containing 80 mg. However, in 
terma of the proposed RDI for calcium 
(900 mg), the three products contain 11, 
10. and 9 uercent of the RDI. . 
respectively. These differences are 
dietarily insignificant. 

Secondly, there must be at least a 10 
percent difference relative to the RDI or 
DRV before consumers can be assured 
that there is truly a difference in the 
foods being compared. This finding is 
consistent with the agency’s proposed 
defiqition of “source” discussed 
elsewhere in this document A nutrient 
must be present in a food at a level of at 
least 10 percent of the RDI or DRV 
before that food can be designated as a 
source of the nutrient. Consequently, the 
agency believes that a nutrient must be 
present at a level of at least 10 percent 
more of the RDI or DRV than in the 
reference food before the food can be 
designated as a better source of the 
nutrient. Because of natural variability 
of nutrients in food, there is a real 
possibility that the foods being 
compared would have virtually no 
difference in nutrient content if values of 
less than 10 percent of the RDI or DRV 
were compared. This percent of the DRV 
or RDI functions similarly to both the 
first and second criteria for other 
relative claims because it ensures that 
the comparison is always meaningful 
and significant. 

Thirdly, the agency considered 
requiring at least a 25 percent difference 
relative to the RDI and DRV in the 
reference foods before permitting 
comparative claims using the term 
“more”. This level would be somewhat 
analagous, and symmetrical, with the 
proposed requirement for comparative 
claims using the term “less.” However, 
FDA has tentatively rejected this 
approach because of the agency’s 
concern that a level higher than 10 
percent of the DRV or RDI would result 
in inappropriate fortification of foods in 
an attempt to make superiority claims. 

The agency’s policy on appropriate 
fortification of foods is stated in 0 104.20 
(21 CFR 104.20). The fundamental 
objective of that policy is to establish a 
uniform set of principles that serve as a 
model for the rational addition of 
nutrients to foods. In that policy, FDA 
clearly states its concern that random 

fortification of foods could result in 
deceptive or misleading claims for 
foods. However, to the extent that food 
does not conflict with S 104.20. the 
agency believes that astatement using 
the term “more” can be used to compare 
the amount of certain specified nutrients 
in one food to the amount of such 
nutrients in similar fooda. 

Therefore, the agency is proposing in 
0 101.54(e)(l) that a comparative claim 
using the term “more” may be used to 
describe the level of protein, vitamins, 
minerals, dietary fiber, or potassium in a 
food provided: (1) That the food 
contains at least 10 percent more of the 
RDI for protein, vitamins, or minerals or 
of the DRV for dietary fiber or for 
potassium than the reference food that it 
resembles and for which it substitutes: 
(2) where the claim is based on a 
nutrient that has been added to the food, 
that fortification is in conformity with 
the policy on fortification in 9 104.20; 
and (3) that it meets the requirements of 
8 101.13(j)(2) except that the percentage 
(or fraction) that the nutrient varies 
compared to the reference food should 
be expressed as a percent of the Daily 
Value (e.g., “Contains 10 percent more 
of the Daily Value for fiber than our 
regular wheat bread. Fiber content has 
been increased from 1 g to 3.5 g per 
serving.“) Moreover, FDA believes that 
it is consistent with section 
403(r)(2)(A)(v) of the act to require that 
if a “more” claim is made for fiber, the 
level of fat be disclosed on the label 
unless the food meets the definition of 
“low fat.” This type of claim, like a 
“high” claim, emphasizes the amount of 
fiber in the food. Therefore, FDA is 
including “more” claims in the coverage 
of proposed 0 101.54(d). 

As discussed earlier, the agency does 
not believe that claims for specific 
amounts of carbohydrates (such as 
“high in complex carbohydrates”) can 
be supported based on dietary 
recommendations in the major 
consensus reports because quantitative 
recommendations for carbohydrate 
consumption are not included. However, 
FDA believes that label statements 
using the term “more” to characterize 
the relative difference in carbohydrate 
content of two food products would be 
useful to consumers, provided that the 
claim is based only on the difference in 
complex carbohydrates as defined in 
B 101.9(c)@)(i) of the supplementary 
proposal on mandatory nutrition 
labeling and not on the levels of other 
carbohydrates. The agency believes that 
this is appropriate because the major 
consensus reports (Refs. 1.2, 3, and 5) 
advocate using sugars in moderation but 
recomr-lend increasing consumption of 
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foods that contribute complex 
carbohydrates to the diet. A statemenl 
comparing carbohydrate contents of 
foods that can be used interchangeably 
in the diet would be useful to consumers 
in constructing a diet that adheres to the 
various dietary recommendations. 

IHowever. the agency believes that aI 
statement concerning the percent 
increase in carbohydrate relative to the 
Daily Value contained in one product as 
compared to another is misleading 
because the DRV for carbohydrate is 
based on total carbohydrate, and under 
the proposal, the increased content that 
forms the basis of the claim must be 
provided by complex carbohydrates 
only. There is no DRV for complex 
carbohydrates. Further, mention of the 
Daily Value may suggest to consumera 
that this food component has greater 
public health significance than has beeen 
established by existing diet and health 
studies. Therefore, the agency is 
proposing in 0 101.54(e)(2) that a 
comparative claim using the term 
“more” may be used to describe the 
difference in the level of complex 
carbohydrates, in two foods, provided 
that the food that bears the claim 
contains at least 4 percent more of the 
DRV for carbohydrates (i.e., 13 g) and 
that the difference in the level of 
carbohydrates between foods consists 
of only complex carbohydrates as 
defined fj 101.9(c)(6)(i). 

The agency is proposing 4 percent of 
the DRV as the criterion for this claim 
because 10 percent of the DRV for 
carbohydrates is 32 g, an amount of 
complex carbohydrate that would be 
unreasonable to expect to be found in 
excess of what is present in a reference 
food. For instance, most ready-to-eat 
cereals, which are a good source of 
complex carbohydrates, contain less 
than 18 g of complex carbohydrates. In 
fact, the agency is aware that a 4 
percent differential may be difficult to 
reach. However, a lower value, e.g., 2 
percent, is associated with definitions 
for low levels of ntitrients and does not 
seem appropriate. FDA recognizes that 
the definition it is proposing from past 
requirements for claims of superiority 
and requests comments on the public 
health validity of the change. 

In addition, the agency has received 
several requests urging that it permit 
claims comparing the amounts of 
unsaturated fat in products. The 
guidance provided in the consensus 
documents (Refs. 1, 2. 3, and 5) is that 
total fat and saturated fat consumption 
should be reduced, and that unsatura tea 
fat should not be increased above 
current consumption levels. 
Furthermore, some recent data (Refs. 47 

and 46) suggest that “trans” fatty acids. 
which are unsaturated fatty acids, act 
like saturated fatty acids relative to 
their effect on blood cholesterol. 
Additionally, high levels of intake of 
unsaturated fatty acids, particularly 
polyunsaturated fatty acids, may 
increase risk of certain cancers (Ref. 2). 
For these reasons, as discussed earlier, 
the agency has tentatively concluded 
that claims for “high” in unsaturated 
fatty acids are potentially misleading. 

However, FDA believes that label 
statements using the term “more” to 
characterize the relative amount of 
unsaturated fatty acid in two food 
products would be useful to consumers. 
provided that the total fat level in the 
product bearing the claim is not 
increased above the total fat level inlthe 
product of comparison and provided 
that the level of tram fatty acids in the 
product bearing the claim does not 
exceed 1 percent of the total fat content. 
The agency believes that this proposed 
action is appropriate because the major 
consensus reports, such as the NAS 
report “Diet and Health,” advocate 
substituting unsaturated fatty acids for 
saturated fatty acids as a means of 
achieving greater health benefit from the 
diet. However, because all major 
consensus reports place considerable 
emphasis on reducing total fat intake, 
the agency considers it misleading for a 
product to claim to have more 
unsaturated fatty acids if the product 
has more tatal fat than the food being 
used for comparison. In addition, 
because of the recent data suggesting 
that tram fetty acids may act like 
saturated fat in raising serum 
cholesterol, the agency believes that it 
would be misleading for products 
containing measurable amounts of trons 
fatty acids to bear claims of “more” 
unsaturated fatty acids. The agency is 
proposing a limit on tram fatty acids of 
1 percent of the total fat because the 
analytical techniques for measuring 
truns fatty acids below that level are not 
reliable. Further, the agency believes 
that a reference to the DRV for 
unsaturated fatty acids on the panel 
containing the unsaturated fatty acid 
claims would be misleading because it 
would imply to consumers that it is a 
dietary goal for unsaturated fatty acids 
that should be attained, when in fact it 
is the consumption of total fat that 
should be moderated. 

For these reasons, the agency is 
proposing that a food bearing a “more 
misaturated fat. claim must contain at 
.east 4 peroent more of the DRV for 
uusarurated fatty acids (i.e., 2 g) than 
the reference food. The DRV for 
unsaturated fatty acids, like that for 

complex carbohydrates, is sufficiently 
large that the agency has tentatively 
concluded that it is unreasonable to 
require a differential of more than 4 
percent of the DRV for unsaturated fat 
to make a claim of “more.” Again, 
comments, including data are requested 
on the proposed definition of the claim. 

Therefore, the agency is proposing in 
8 101.54(e)(3) that a claim for more 
unsaturated fatty acids only be 
permitted on those foods that contain at 
least 4 percent more of the DRV for 
unsaturated fat, do not contain more 
than the reference food, and in which 
the level of tram fatty acids does not 
exceed 1 percent of total fat. The agency 
requests specific comment on this issue. 

6. Modified 

The declarations discussed above for 
making relative claims do not include 
terminology that is suitable for use in a 
statement of identity with a comparative 
claim in the way that .reduced” and 
“light. may be used. For example, “25 
percent Less Fat Cheese Cake” is 
awkward. 

Consequently, the agency believes 
that an appropriate term should be 
proposed for use with comparative 
claims. Although the agency recognizes 
that numerous terms may be adequate 
to convey this information, given the 
need, as discussed above, for a term that 
consumers can recognize and 
understand, FDA is proposing that the 
term “modified” be used. FDA has 
chosen this term because it is applicable 
to both positive and negative alterations 
in nutrient content, i.e., comparative 
statements using either terms “more” or 
“less.” 

Under proposed § 101.13(k), the term 
“modified” may be used in the 
statement of identity of a food that 
bears a comparative claim that complies 
with the requirements in Part 101. 
followed immediately by the name of 
the nutrient whose content has been 
altered, e.g., “Modified fat cheese cake.” 
This statement of identity must then be 
immediately followed by the 
comparative statement such as 
“Contains 35 percent less fat than --.,” 
and all other information required in 
101.13(j) for comparative claims. This 
information is necessary because it 
presents information that is material in 
li,ght of the “modified” representation. 
Consumers must be advised of the 
nutrient modified, the extent of the 
modification of that nutrient, and the 
fsc,tual basis on which the extent of 
modification has been calculated. 
Without this information, the food 
would be misbranded under sections 
261(a) and 403(a) of the act. 
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D. Use of Descriptors With Meal- type 
i+dlcts 

The agency received many comments 
to the ANPRM and during the pubslic 
hearings requesting that it define and 
allow for the use of descriptors for meal- 
type products. FDA is aware that 
nutrient content claims are frequently 
used on such products even though the 
agency has not developed definitions 
specific to that use. In its proposed rule 
on cholesterol descriptors (51 FR 42564 
at 425911, FDA acknowledged that it is 
not reasonable to expect nutrient 
content claims on meal-type products to 
meet the same criteria as those used for 
individual food items. At that time. FDA 
proposed as a guideline that a mea! 
containing less than 100 mg of 
cholesterol could be described as a “low 
cholesterol meal.” However, in its 
tentative final rule on cholesterol 
descriptors (55 FR 29456). the agency 
withdrew from this position because 
there was no clear definition of the term 
“meal” and asked for further comment. 

The GMA submitted a letter to the 
agency (Ref. 12) in which they suggested 
that a “meal-type product” be defined as 
a food that: (1) Makes a significant 
contribution to the diet by providing at 
least ZOO calories per serving or 
weighing at least 6 oz per serving; (2) 
contains ingredients from 2 or more food 
groups; and (3) is represented as, or is in 
a form commonly understood to be, a 
breakfast, lunch. dinner, meal, main 
dish, entree, or pizza. Under GMA’s 
proposed definition, such 
representations may be made either by 
statements or by photographs or 
vignettes. 

FDA finds merit in this 3-part 
definition and, lacking any other 
equally-comprehensive definition is 
proposing in (! 101.13(l) to adopt it with 
the qualification that the product must 
ccmtain two of four specified food 
groups. However, the agency recognizes 
that, with this definition, there may be a 
tendency to assume that a level o!f 200 
calories is appropriate for all meals 
consumed in one day. This assumption 
would suggest that three meals and a 
snack provide only 800 calories per day. 
The agency, however, assumes that 
some of the meals would contain more 
than 200 calories, especially if the 
product contained only two food groups, 
Such meals might.then consist of a ZOO 
calorie 7 ounce main dish and a fruit or 
,;egetab!e, starch, or dairy product. If 
these types of products meet this 
assumption, it will ensure that a 
n~inimum daily intake would be greC ~:r 
than 1,000 calories. 

The agency requests specifi 
tommen& on the appropriateness of this 

definition of a “meal-type product” as 
well as on the appropriateness of 
specific amounts (e.g.. 200 calories and 6 
oz) and specific product types (e.g., 
“main dish”) used as e basis for this 
definition. 

1. Definition of “Free” 

FDA is not proposing separate 
definitions for “free” for meal-type 
products. The term “free” is an absolute 
term implying absence of a nutrient. 
Therefore, whenever a food is labeled 
“free,” whether it is an individual food 
itelm or a meal-type product, it would be 
misleading unless it met the definition 
for “free” for the particular nutrient that 
is the subject of the claim. 

2. Definition of “Low” and “Very Low” 

GMX suggested that for meal-type 
products, the nutrient descriptor “low” 
should be defined on the basis of the 
amount of the nutrient per 100 g of the 
meal-type product and suggested 
specific ievels for calories (105 calories 
per 100 g), total fat (3.5 g or less per 100 
g), saturated fat (1.2 g or less per 100 g), 
ctrotesterot (20 mg or less per 100 g), and 
sodium (260 mg or less per 100 g) (Ref. 
12). FDA has considered these levels in 
conjunction with its proposed values for 
nutrient content claims for individual 
foods (foods as sold separately, not as 
part of a meal), discussed earlier in this 
document. With the exception of 
ca!ories. the suggested values are 
similar, or identical, on a 100 g basis to 
the definitions for the various nutrients 
proposed for individual foods in this 
document and in the companion 
proposal on fats, saturated fat, and 
cholesterol published elsewhere in this 
issue of the Federal Register. 

The agency finds merit in defining 
nutrient content claims for meal-type 
products on the basis of the amount of 
the nutrient per 100 g. This approach 
a!leviates the necessity to accommodate 
variations in serving size for the various 
types of meals. A review of such 
products on the market shows that it 
would aliow nutrient content claims on 
meal-type products that can be used in a 
diet that iu consistent with dietary 
recommendations set forth in the 
Dietary Guidelines for Americans (Ref. 
1:. 

E’DA believes that it will be beneficial 
ii the agency used the same quantitative 
amounts except caiories per 100 g as the 
definitions of “tow” that it is proposing 
for individual foods in this and the 
companion aocument on fat, saturated 
fat. and cholesterol claims. Such 
consistency will assist consumers and 
nealth professtonehs to be able to recall 
and use these amounts. 

Accordingly, FDA is proposing in 
5 101.61(b)(S) that a “low sodium” claim 
may be made for a meal-type product 
that contains 140 mg or less sodium per 
100 g of product. The agency is 
proposing similar definitions for fat, 
saturated fat, and cholesterol claims in 
the companion document. 

In the case of low calorie claims, PDA 
is proposing that an individual low 
calorie food be defined as containing 40 
calories or less per serving and per 100 g 
of food. The agency recognizes that if it 
applied this criterion on a 100 g basis to 
meal-type products, the use of “low 
calorie” claims on meal-type products 
would essentially be precluded [e.g.* a 
10 oz mea! would have to contain 113 
calories or less to bear a “low calorie” 
claim). Obviously, such a definition 
would be unrealistic for two reasons: (I) 
It is unlikely that a reasonably sized 
balanced mea! could be created that 
contained so few calories and still made 
a significant contribution to the daily 
food intake of an individual; and (2) 
such a meal is consistent with a 400-500 
calorie daily diet (i.e., 113 calories X 4 
eating occasions), and such very low 
calorie diets should be followed only 
under the strict supervision of a 
physician. Therefore, FDA is not 
proposing that 40 calories per 100 g be 
part of the definition for a low calorie 
meal. 

CMA has suggested that a meal-type 
product be allowed to make a “low 
calorie” claim if it contains 105 calories 
or fewer per 100 g of product. This value 
would allow a 10 oz “low calorie” meal 
type product to contain 298 calories. 
This value appears appropriate for the 
wide diversity of meal-type products 
(i.e., meals or meal components 
intended for breakfast, lunch, or dinner 
which are offered either as a whole meat 
(three or more components) or as part of 
a meal (main dish, entree, or pizza). A 
value of 105 calories for a low calorie 
meal-type product would allow many 
FDA-regulated products within this wide 
variety of meals or portions of meals to 
make low calorie claims. The U.S.D.A. 
has conducted a preliminary evaluation 
of this value for meal-type products 
containing meat and poultry and found 
that approximately 40 percent of such 
products with a brand name that might 
imp!y a “low calorie” claim (e.g., “lean”) 
would not be classified as “low calorie” 
using the 105 calorie per 100 g criterion 
(Ref. 12a). As stated previously, the 
agency assumes that, particularly in the 
case of entrees and main dishes, meat- 
type products will not be consumed as 
the single component of a meal but wih 
be supplemented with a fruit or 
vegetable. starch (e.g., bread or rolls). o 
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beverage [e.g., milk or juice) to provide a 
balanced meal. Consequently, the 
agency believes that this definition for 
meal-type products is in line with a :L,ZOO 
calorie per day diet. 

FDA notes that calorie restricted diets 
often contain 1,200 calories, frequenily 
broken down into three meals and a 
snack each day (Ref. 49). Under this 
scenario, meals would be expected to 
contain approximately 300 to 350 
calories (i.e., 900 to 1,050 calories per 
day as meals and 150 to 300 calories per 
day as a snack). Accordingly, FDA h.as 
tentatively concluded that 105 calories 
per 100 g is a reasonable definition for a 
“low calorie” meal-type product and. is 
proposing this value in 0 101.60(b)(3). 
Nevertheless, the agency requests 
comments on whether consumers would 
actually consume meal-type products 
alone, and whether they depend on 
ihese products for the major portion of 
their caloric intake throughout the day. 
If so, comments are requested on 
whether the criterion of 105 calories per 
100 g of product for low calorie meal 
type products is too low. 

The agency also is concerned, 
however, about the application of this 
definition to meals that are atypically 
large in size within this class of foocls. 
For example, a 16 oz dinner could have 
475 calories and meet the definition for 
“low calorie.” Accordingly, FDA is 
considering the app!ication of upper 
limits for each nutrient for meal-type 
products. Comments are requested on 
the need for such limits and, if needed, 
where such limits should be drawn and 
why. 

Finally, the agency has proposed a 
definition of 35 mg of sodium per serving 
and per 100 g for “very low sodium” in 
individual foods in 0 101.61(b)(3). The 
agency is uncertain as to whether there 
needs to be a comparab!e value for 
meal-type products, since it could prove 
very difficult to create a very low 
sodium meal. Such a definition might be 
virtually meaningless. On the other 
hand, FDA does not wish to preclude the 
use of a definition which might be OF 
value in assisting consumers to choose 
products that have minimum amounts of 
sodium if such products are feasible. 
The agency has tentatively concluded 
that a definition for “very low sodium” 
meal-type products would serve some 
purpose and is consequently proposing 
such a definition. However, the agency 
seeks comments on the usefulness and 
necessity of this definition. 

3. Relative Terms 
Inasmuch as the primary criterion for 

the use of relative claims (i.e., 
“reduced,” “light,” and comparative 
claims] is a percent reduction, FDA does 

not believe that it is necessary to 
propose different criteria for meal-type 
products. While acknowledging the 
difficulty in reducing the calorie, fat, and 
cholesterol content of meal-type 
products, FDA believes that the 
consumer expects significant differences 
in products bearing these claims and 
would be best served by adherence to 
the proposed definitions for individual 
foods. 

The second criterion for the use of 
relative terms on individual foods is a 
minimum reduction in amount of 
nutrient equivalent to the value 
established for “low” for that nutrient 
per 100 g. Again, FDA believes that the 
criterion for individual foods would be 
appropriate for meal-type products. This 
requirement will allow the proposed 
regulations for relative claims on 
individual foods to apply equally to 
meal-type products. 

a. Reduced. The agency is, however, 
concerned about providing for the use of 
the term “reduced” with meal-type 
products because of the difficulty in 
establishing an appropriate reference 
food. The proposed definition for 
“r.educed” for individual foods is based 
on a comparison of a product to another 
product of the same type, e.g., one 
cupcake to another. A comparison of 
meal-type products could be of a broiled 
fish fillet to a piece of fried, breaded 
fish. Such a comparison would equate 
two products that, although they had the 
same basic ingredient, i.e., fish, were 
distinct in their method of preparation, 
additional ingredients, taste, and 
appearance. Such a comparison would 
be inappropriate for a “reduced” claim 
because it would be comparing products 
that were insufficiently similar to make 
a valid comparison. The agency is of the 
opinion that there is an insufficient 
basis on which to establish a reference 
criterion, and consequently there is no 
basis on which to establish a definition 
for “reduced” meal-type products. 
Therefore: the agency is not proposmg &o 
provide for the use of “reduced” claims 
on meal-type products. 

b. Comparative claims. Comparative 
claims, however, bv their very nature 
provide for compaiisons of foods within 
a product category, provided the basis 
of comparison is adequately stated in 
the claim,, e.g., comparison of a snack 
food to another snack food. 
Comparative claims, using the terms 
“less, ” “fewer,” and “more,” would be 
appropriate for comparing similar meal 
type products such as broilco fish to 
fried, breaded fish because both of these 
somewhat dissimilar products would be 
in the same product category. Therefore, 
the agency is proposing to incorporate 
the provisions for comparative claims 

for meal-type products into the 
comparative claims provisions in the 
various nutrient sections. 

c. “Light”. FDA is proposing a more 
narrow reference food criterion for 
“light” claims on individual foods than 
for “reduced” claims. It follows, then. 
that since the agency is proposing not to 
permit “reduced” claims on meal-type 
products, it would do likewise for “light” 
claims. However, the agency recognizes 
that there might be some basis to find 
that an alternative course is appropriate. 

The agency believes that the term 
“light” could be useful to consumers in 
selecting meal-type products by 
highlighting products that contain fewer 
calories than would be expected in a 
normal meal. Because there is no 
identified set of reference foods to 
which “light” meal products could be 
compared, the agency has considered 
using a different criterion for the 
definition of “light” meal-type products. 
The agency is considering allowing use 
of the term “light” on meal-type 
products that meet the criteria for “low 
calorie” meals. At 105 calories per 100 g 
or approximately 300 calories per 10 oz 
portion, the criterion for “low” calorie 
meals is very nearly one fourth of the 
intake in a calorie restricted diet of 1,200 
calories a day (Ref. 49). The agency 
believes that such products would meet 
the consumer’s expectations that the 
food is low or reduced in calories. 

In addition, FDA is also considering a 
second criterion that “light” meal-type 
products not contain fat, saturated fatty 
acids, sodium, or cholesterol at a level 
that exceeds one-fourth of the DRV of 
the nutrient. This criterion would ensure 
that light meal-type products would not 
only be low in calories but would also 
not contribute amounts of these 
nutrients that would cause total daily 
intake to exceed recommended values. 

These criteria for the term “light” on 
meal-type products would permit some 
meal-type products to bear “light” 
claims and would ensure that such 
claims are not misleading. The agency 
solicits comments on the need to 
provide for use of “light” on meal-type 
products and on possible guidelines for 
selection of reference foods. Comments 
are also requested regarding this 
definition “light” meal-type products, 
Including the criterion relative to other 
nutrients and on possible guidelines for 
selection of reference foods. If the 
comments warrant, the agency many 
propose appropriate definitions ant! 
requirements for use of the term “light 
for meal-type products. 
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4. “Source” and “High” Claims 
As with the definition for “low” for 

meal-type products, the agency believes 
that the criteria for “high” and “source” 
should be the same percentages of the 
RDI or DRV proposed as for individual 
foods but on an amount per 100 g basis, 
not per serving. Therefore, consistent 
with these definitions. the agency is 
proposing in 0 101.54(c)(2) that “source” 
be defined for a meal-type product as 10 
to 19 percent of the RDI or DRV per 100 
g of product, and in 0 101.54(b)(2) that 
“high” be defined as 20 percent or more 
of the RDI or DRV per 100 g of ;product. 
Consequently, to be considered a 
“source” of a nutrient, a 10 oz meal-type 
product would contain 7 to ‘13.5 g of 
fiber. (25 g of fiber is the DRV for fiber. 
10 to 19 percent of the DRV is 2.5 to 4.75 
g. 10 oz X 28.35 g/oz = 284 g. 284/lOO g 
= 2.8 g. 2.5 (10 percent of the DRV) x 
2.8 = 7 g; 4.75 X 2.8 = 13.5 g.) 

Consistent with section 403(r)(2)(A)(v) 
of the act, which states that a claim may 
not state that a food is high in dietary 
fiber unless the food is low in total fat 
(as defined in 5 101.62(b)). the agency is 
proposing in 0 101.54(d) that claims that 
a meal-type product contains “more” 
fiber be required to disclose the level of 
total fat on a per serving basis. 

5. Disclosure Statements 
The disclosure levels proposed in 

$101.13(h) and discussed above in 
section 1I.D. of this document were 
derived for levels of nutrients found in 
individual foods. Because the definition 
of meal-type products encompasses a 
broad range of products, from entrees 
that may be a small portion CJf the total 
meal to complete meals, lha issue of 
modifying these levels for use with such 
products become complex. Because of 
this complexity, the agency was not able 
to devise specific disclosure levels for 
use with meal-type products. FDA 
solicits comments on whether the 
disclosure levels should be different for 
meal-type products, and if so, what the 
levels should be and why. 

E. Reclesigr:ation of Cerfcl Ltr 
Requh-ements in Section lIG.66 to 
Section 101.60 

Because these proposed regulations 
on nutrient content claims include 
provisions similar or identical to some 
provisions in $ 105.66. the agency has 
found that it is necessary to examine 
9 105.86 to determine what changes are 
necessary in that regulation in order to 
conform it to the 1990 amendments. 

As discussed above, FDA is proposing 
10 recodify current 8 101.13. Sodium 
labeling. with minimal rchvisions, in new 
SuhJ‘ar+ D-Specific R~qriirr*ments for 

Nutrient Content Claims, so that it could 
be codified in close proximity to the 
requirements for other nutrient content 
claims. Section 105.66 is not amenable to 
that approach. 

Section 105.66 was originally 
promulgated to provide regulations for 
label statements useful on products for 
reducing or maintaining caloric intake or 
body weight. Consequently, terms such 
as “law calorie, ” “reduced calorie.” and 
“sugar free,” which were thought to be 
useful attributes of a food in the 
maintenance or reduction of body 
weight, were included in this section. 
Over time, more and more people have 
become concerned with healthier eating 
and have begun to follow the guidelines 
established in Dietary Guidelines of 
Americans (Ref. l), including the 
maintenance of a healthy weight. 
Consequently, terms such as “low” or 
“reduced calories” and “sugarless” have 
come to be used on foods intended for 
consumption by the general population. 
As such, they have lost their special 
significance in the labeling of foods 
intended solely for special dietary uses. 

As is discussed elsewhere in this 
document, these terms are now more 
appropriately defined under the 1990 
amendments as nutrient content claims. 
Consequently, the agency is proposing 
to place requirements for terms such as 
“low” and “reduced calorie,” 
comparative claims, and sugar claims, 
originally provided for in 5 105.66. in 
8 101.80. Requirements for label 
statements about nonnutritive 
sweeteners, “diet” foods. and other 
related terms are being retained in 
8 105.66. 

Because definitions of terms in 
proposed 5 101.60 would be redundant 
of certain provisions in 3 105.66, the 
agency is proposing to delete. 
paragraphs [c), (d), and (fl of 3 105.66 
and to replace them with statements 
referring to the appropriate section in 
101.60 for criteria for use of the 
respective term. 

In addition, the agency is proposing to 
delete from 8 105.66 any inappropriate 
reference to specific nutrient content 
claims or similar terms and any 
statement that is inconsistent with the 
1890 amendments. 

There is, however, a significant 
portion of 9 105.66 that remains 
appropriate for regulating foods that are 
for special dietary uses. Such foods are 
those specifically represented or 
purported to be useful as part of weight 
control plan, as opposed to those that 
are simply represented as being low or 
reduced in calories (although such 
products can be useful in reducing or 
maintaining body weight). The agency is 
retaining those provisions in 3 105.66. 

FDA plans to reexamine the provisions 
remaining in 5 105.66 and to initiate 
additional rulemaking as appropriate. 

In the interim, the agency is proposing 
to make the following specific changes 
to the remaining paragraphs in 0 105.66: 
It is proposing to delete the words 
“caloric intake or” from the title, 
paragraph (a), paragraph (b)(2) and 
paragraph (e)(2) of the section because, 
as stated above, it considers information 
relative to the caloric content of a food 
to be of value to the general public in 
selecting diets that meet dietary 
guidelines. Consequently, the agency 
believes that this concept is more 
consistent with 0 101.60 than Q 105.66. It 
is also proposing to delete from 
paragraph (a) the words “including, but 
not limited to, any food that bears 
representations that it is low or reduced 
in calories” because “low” and 
“reduced” calories are defined in 
5 101.60. 

FDA is also proposing to delete in 
8 105.66(a)(2) the phrase “The labeling 
provided for in paragraph (c) or (d) of 
this section or,” because the terms 
“low” and “reduced,” which were 
provided for in those paragraphs, are 
now defined in 0 101.60. The agency is 
not proposing to delete the remainder of 
the sentence “a conspicuous statement 
of the basis upon which the food claims 
to be of special dietary usefulness.” The 
agency cautions, however, that it will 
not consider reliance on this provision 
as justification for an undefined nutrient 
content claim. 

In addition, the agency is proposing to 
delete from 8 105.66(e)(l) the phrases 
“or other such terms representing or 
suggesting that the food is low calorie or 
reduced calorie or that the food may 
make a comparative claim or special 
dietary usefulness” and “in compliance 
with paragraph (c) or (d) of this section” 
because the terms are no longer codified 
in this section. The agency recognizes, 
however, that provisions for the terms 
“diet.” “dietetic.” “aruficially 
sweetened,” or “sweetened with 
nonnutritive sweetener,” may, 
consequently, not be ciuar. However, as 
stated above. the agencv intends to 
reexamine p 105.66. pariicularly this 
paragraph, so that it can establish a 
more cohesive policy regdlr!;.:g foods for 
special dietary uses. The agency 
envisions that use of the term “diet,” 
except on soft drinks exempt under 
section 403(r)(2)(D) of the ac:t. and on 
products addressed in 5 105.66(e)(2), will 
require that such foods meet the general 
requirements of 5 105.66. 

Finally. the agency IS proposmg io 
delete 3 105.66(e)(3) and include 
reference to “formulated meal 
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replacement or other food that is 
represented to be of special dietary usa 
as a whole meal,” in paragraph (e)(l). 
The agency recognizes that this is a 
departure from the previous regulation 
that exempted such foods from 
pc;ragraph [e)(l) pending issuance of a 
regulation governing them. However, in 
order that such claims not be prohibited 
as implied nutrient contenl claims ‘under 
the 1990 amendments. they are being 
included in paragraph (e)(l) until such 
time as more appropriate regulations 
can be issued. FDA views claims that 
art! permitted under 5 1~lli.6~ to meet the 
r::quirements of section 40:<(r) of the act. 

IV. An Alternative Approach to 
Comparative Nuftient Con&d Claims 

The proposed approach to 
comparative nutrient content claims 
discussed in the preceding sections 
involves the adoption of spcicific and 
distinct definitions for such comparative 
terms as “reduced, ” “fewer,” and “less,” 
including olinimum percentage 
reductions or differences that must be 
achieved to justify the claim (e.g., a 
“less” claim requires at least 25 percent 
less of the nutrient in question). FDA is 
concerned about whether the terms 
defined in the various nu!rient content 
claim rules strike the proper balance 
between allowing an adequate number 
of terms such that cansumers can 
distinguish the nutrient content acros:s 
foods and minimizing the proliferation 
of terms that may tend to confuse 
consumers. It is possible that the 
comparative terms FDA proposes to 
define might still cause confusion. due to 
the natural vagaries of language, the fact 
that it will take a sirmificant amount of 
time before ccmsum&s are familiar with 
the definition of the terms. and the fact 
that the terms ate real!y only 
distinguished by the regulatory 
definition rather than some innately 
understood differences: In common 
parlance, “reduced,” “fewer,” and “less” 
do not have established, distinct 
meanings for most cansumers as they 
apply to describing relative levels of 
mtricnts in food. 

In addition to avoiding consumer 
confusion and thus fostering the 
consumer’s ability to select healthier 
foods, FDA also wants to provide 
manufacturers maximum flexibility in 
their use of nutrient content claims. 
consistent with the goals and 
requirements of the act. This is 
consistent with FDA’s goal of QSSUI ing 
that the approach to defining nutrient 
content claims it ultimately adopts 
provides a clear incentive to 
manufacturers to produce innovative 
products that are improved in the 
nutritional attributes addressed by the 

comparative nutrient content claims e.g., 
products that are truly “reduced” in fat 
or contain Yess” cholesterol than the 
products for which they substitute. 

Consequently, FDA solicits comment 
on a very distinct regulatory approach 
that in essence defines all comparative 
nutrient content claims as synonyms 
and requires a numeric disclosure of the 
comparative difference. Unlike words. 
numbers are not as easily manipulated 
and therefore avoid the confusion of 
distinctly defined terms. Therefore, a 
number of terms given identical 
definitions could be used with 
conspicuous full disclosure of the 
percent by which the nutrient has been 
decreased and a comparison of the 
quantity of the nutrient in the labeled 
fcod and the reference food. For 
example, the following nutrient claims 
could be used interchangeably: I’-.-- 
percent reduced calories,” and I’_-..- 
percent fewer calcu-ies,” with a 
disclosure in absolute terms of the 
comparative amounts (in this example, 
the number of caloriea per serving in the 
labeled foo&and the number in the food 
to which it is being compared). 

Under this approach, or even as a 
separate alternative. there would not be 
any single across-the-board minimum 
percent of reduction or difference 
required to support the claim, such as 25 
percent, but any claimed reduction or 
difference in the level of a nutrient 
would have to be large enough to be 
considered nutritionally significant in 
accordance with criteria adopted by 
FDA. 

FDA intends to seriously evaluate 
these alternatives as part of its 
continuing effort to devise an optimal 
approach to nutrient content claims. To 
facilitate a full airing of the issues, FDA 
is considering holding a public meeting 
on nutrient content claims and, within 
80 days of the publicatian of this 
proposal, the agency will publish a 
supplemental notice of proposed 
rulemaking. FDA will then fully evaluate 
the alternative approach outlined above 
and the one proposed in this document 
and by November 8,1992, FDA will 
select and adopt as a final rule the 
approach to comparative nutrient 
content claims that best achieves the 
agency’s goals of avoiding consumer 
confusion, empowering consumers to 
choose healthier diets, and providing 
incentives for food manufacturers to 
produce nu&itionally improved food 
products. 
V. Petitions fur Nutrient Content Claims 

Section 403(r)(4) of the act provides 
that any pereon may petition the 
Secretary to make nutrient content 
c,laims that are not specifically provided 

for in FDA’s regulations. it describes 
procedures for petitions that seek to 
define additional descriptors, to 
establish synonyms, and to use an 
implied nutrient content claim in a 
brand-name. 

On March 14.1991, the agency stated 
in a notice in the Federal Register (56 FR 
10906) that it was developing procedural 
regulations that would prescribe the 
type of information needed to support 
each of these three types of petitions, in 
addition to the other types of petitions 
permitted by 1990 amendments. The 
agency stated that the most efficient use 
of its resources would be to establish 
these procedures in final form before 
considering. or acting on, any such 
petitions. The agency, therefore, advised 
that it is likely to deny any petition 
submitted under the 1990 amendments 
until final procedural regulations are 
issued. The agency requested 
information and comments on 
appropriate requirements for these 
petitions. 

Ten comments pertaining to petitions 
for nutrient content claims were 
received from the food industry, 
industry trade associations, and 
consumer organizations. The agency has 
considered the comments, and many of 
the recommendations made in the 
comments are incorporated, or were 
otherwise used, in the development of 
this section of the proposed rule. 

The agency is proposing to codify the 
procedural requirements for petitions for 
nutrient content claims in new 0 lOl.69. 
Because the staiute prescribes distinctly 
different procedures for petitions that 
relate to nutrient content claims. 
synonyms for those claims, and implied 
nutrient content claims in brand names. 
FDA will treat each separately in the 
following discussion. In the proposed 
procedural regulations the 
Commissioner of Food and Drugs is 
designated as the official authorized to 
act on these petitions consistent with 
the delegatian of authority from the 
Secretary to the Commissioner under 21 
CFR 5.10. 

The agency is also proposing to 
amend 0 5.81 (21 CFF4 5.81) to add 
paragraph (g) to redelegate to the 
Director and Deputy Director of the 
Cen:er for Food Safety and Applied 
Nutrition, all the functions of the 
Commissioner cffncerning petitions for 
label claims under section 403(r) of the 
act (i.e., petitions concermng nutrient 
content claims and health claims) that 
do not invohre controversial issues. 
Such functions consist of issuing notices 
that seek comment on a petition: issuing 
notices of proposed rulemaking and 
final rules concerning authorized terms 
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for nutrient content claims: and issuing 
letters concerning the filing, denial, and 
granting of a petition. This redelegation 
is proposed to facilitate timely agency 
action on these petitions given the short 
timeframes for agency action imposed 
by the act. 

A. Statutory Provisions 
1. Nutrient Content Claim (Descriptor) 
Petitions 

Section 403@)(4)(A)(i) of the act grants 
to any person the right to petition the 
Secretary (and by delegation, FDA) to 
issue a regulation to define a nutrient 
content claim that has not been defined 
in the regulations issued under section 
403(r)(2)(a)(i) of the act. The st,atute 
requires that such a petition include an 
explanation of the reasons why the 
claim that is the subject of the petition 
meets the requirements of section 403(r) 
of the act and a summary of the 
scientific data that support those 
reasons (section 403(r)(4)(B)) of the act. 

These provisions of the act also apply 
to petitions to the agency to issue a 
regulation relating to a health c:laim to 
be made of a food label. However, 
because health claims and nutrient 
content claims are distinct types of 
claims that convey different types of 
information to consumers, the specific 
data requirements to substantiate these 
two types of petitions will differ 
significantly. Therefore, the procedural 
requirements for petitions relating to 
health claims are proposed separately in 
a proposal published elsewhere in this 
issue of the Federal Register that 
addresses the general requirements for 
health claims for food. 

Section 403(r)(4)(A)(i) of the act 
provides that within 100 days of receipt 
of a petition for a regulation concerning 
descriptors, FDA must either issue a 
final decision denying the petition or file 
the petition for further action. If FDA 
denies the petition, it is not made 
available to the public. If it files, the 
petition, FDA must either deny it or 
publish a proposed regulation 
responsive to the petition within 90 days 
of filing. 

2. Synonym Petitions 
Section 403(r)(4)(A)(ii) of the act 

grants to any person the right to petition 
the Secretary (and by delegation, FDA) 
for permission to use terms in a nutrient 
content claim that are consistent (i.e., 
synonymous) with terms defined in 
regulations issued under section, 
403(r)(2)(A)(i) of the act. The statute 
provides that within 90 days of ihe 
submission of a petition, FDA must issue 
a final decision denying the petition or 
granting such permission. 

3. Brand-Name Petitions 
Section 403(r)(4)(A)(iii) of the act also 

allows petitions requesting use of an 
implied claim concerning the level of a 
nutrient in a food in the food’s brand 
name. The claim must not be misleading 
and must be consistent with the terms 
defined by FDA by regulations under 
section 403(r)(2)(A)(i) of the act. The 
agency is directed in the act to publish 
notice of an opportunity to comment on 
the petition in the Federal Register, to 
make the petition available to the 
public, and to issue a final decision no 
later than 100 days after the date of 
submission to grant or to deny the 
petition. The petition is to be considered 
granted if the Secretary does not act on 
it within 100 days. 

B. Comments 
1. Nutrient Content Claims Petitions 

a. Procedural issues. Two comments 
stated that FDA appears to take the 
position that “free,” “low,” “light” or 
“lite, ” “reduced,” “less,” and “high” are 
the only nutrient content claims for 
which the agency is required to issue 
regulations within two years after the 
enactment of the 1990 amendments. The 
comments disagreed with this 
interpretation and contended that the 
congressional intent. and the wording of 
the 1890 amendments, contemplate a 
two-track system operating 
concurrently. The first track consists of 
establishment (by the agency) of 
definitions for the above nutrient claims 
identified in the 1990 amendments. The 
second track consists of agency 
consideration of those nutrient 
descriptors for which petitions are 
submitted by interested persons. 

The comments stated that at no time 
did Congress indicate that FDA had 
authority to limit itself to the former and 
ignore the latter. The comments pointed 
out that any nutrient content claim that 
is not the subject of an FDA regulation 
issued by the effective date of the 
statute may not be used. The comments 
stated that as a result of this fact and of 
FDA’s planned course of action, all 
nutrient content claims not explicitly 
required by statute to be the subject of a 
regulation would not be defined and 
thus could not be used after the effective 
date of the statute. Therefore, the 
comments requested that FDA withdraw 
the statement that it may defer or deny 
nutrient content clabms petitions until it 
has adopted final procedural regulations 
and state that all petitions will be 
handled in the manner required by the 
new law. 

The agency rejects lhese comments 
for three reasons. First, as explained in 
the March 1931 federal Register notice. 

the 1990 amendments place an 
extraordinary burden on FDA’s 
resources. FDA has great discretion in 
determining how its resources can best 
be used. Not only does the agency lack 
the resources to handle a large influx of 
petitions on nutrient content claims, but 
because the petitions would he 
submitted before FDA identified the 
kinds of information that a petition 
would have to include to substantiate 
the need for a new descriptor, it is 
questionable whether the petitions 
would contain the substantive 
information needed by the agency to 
make a decision. Such a situation would 
likely result in a waste of the agency’s 
resources, as a great deal of effort would 
need to be spent in looking at 
inadequate petitions. 

Secondly, and most importantly, the 
nutrient content claims petitions would 
request regulations that are in addition 
to or perhaps amendments of the 
regulations established by the agency in 
this rulemaking. As the agency stated in 
the March 14,1991 notice, it is 
premature to request amendment of a 
regulation (by addition or revision) 
before the regulation is final. The 
procedural regulations will be made 
final at the same time as the substantive 
regulations, and therefore, the agency’s 
procedure for handling petitions before 
final regulations is appropriate. 

Consistent with the most effective use 
of its resources in pursuing this end, the 
agency believes that the nutrient content 
claims that it considers first should be 
those that ale of greatest concern and 
usefulness to consumers because of 
their potential to be misleading. The 
agency is addressing those terms in this 
proposed rule. The agency notes that in 
doing so, it has not limited itself to the 
terms enumerated in section 
3(b)(2)(A)(iii) of the 1990 amendments 
but has proposed to define a number of 
other terms (e.g., “source” and “more”) 
that are of most significance to 
consumers. 

b. Evaluation criteria. Several 
comments recommended that a nutrient 
content claim petition include a 
quantitative definition of the proposed 
descriptor, and that the definition be 
supported by data proving that the new 
term is quantitatively significantly 
different than those terms defined 
pursuant to section 403(r)(2)(A)(i) of the 
act. One comment further recommended 
that the petitioner be required to 
explain, using scientific data, why the 
agency-defined nutrient content claims 
are inadequate to describe the product’s 
characteristics. 

The agency agrees that petitions for 
nutrient content claims should address 
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the level of the nutrient that must be 
present to justify the use of the claim 
and is proposing to require in 
0 lQl.69(m](l) in format item A that a 
petitioner specify the level at which a 
nutrient must be present for the use of 
the claim to be appropriate. The agency 
also believes that before it approves any 
additional claims, it should consider 
whether such approval would result is 
the availability of additional useful 
information to consumers that will 
enhance their ability to select foods of 
nutritional value. Therefore, the agency 
is proposing to require in 0 101.69(m)(l) 
in format item B that the petitioner 
address what nutritional benefit to th,e 
public will derive from the use of the 
proposed claim, and why such benefit is 
not available through the use of the 
existing terms defined by regulation. 

Other comments added that scientific 
or statistical data supporting the 
accuracy of the term, in and of 
themselves, are not sufficient, if such 
studies are not accompanied by broacl- 
based, statistically valid studies 
demonstrating consumers’ 
understanding of the term. 

FDA believes that a petition should 
demonstrate that consumers will 
understand the proposed term. 
However, it does not believe that an 
extensive database would be required in 
all cases to substantiate that a proposed 
term would be, understood. Therefore, 
the agency is proposing in 0 lffl,6Q(m)(1) 
in format item C that a petition include 
data and information that demonstrate 
that the proposed term will be 
understood by consumers, but it is not 
specifying the type or degree of such 
data. 

Another comment suggested that 
petitions include recommendations from 
health organizations. Information, 
including recommendations, from health 
organizations may be useful in 
evaluating potential nutrient content 
claims, and petitioners are free to 
include such recommendations. 
However, the agency does not believe 
that such recommendations should be 
required for a petition to meet the 
burden of proof contemplated by the act 
and is not proposing to require them, 111 
addition, health organizations will be 
able to participate in the rulemaking 
process fol these petitions by 
commenting on any proposed regulation 
issued in response to a petition. 

Other comments suggested that in 
considering nutrient content claim 
petitions, the agency is required to use 
the statutory criteria established in 
section 403 (a) and (r) of the act. and 
that because these criteria are quite 
;ipecific. no other elucidation of the 

statutory provision is necessary or 
desirable. 

While the agency agrees that the 
statutory provisions cited in the 
comments, along with section 201(n) of 
the act, will provide the ultimate 
standards against which any petitions 
for additional terms must be judged, it 
believes that an additional elucidation 
by regulation is appropriate. The agency 
believes that by setting forth the kind of 
ehcwing that wiil be necessary to justify 
a claim, it will facilitate the process. As 
n result the petitions that will be filed 
will be more focused, and potential 
petitioners will be able to judge in 
advance whether submitting a petition 
would likely be a useless gesture. 
2. Synonym Petitions 

a. Procedural issues. In general, the 
comments that addressed the 
procedures to be followed for synonym 
petitions daalt with four major areas: 
Publication of a notioe of receipt of a 
synonym petition, opportunity for public 
comment, publication of the agency’s 
decision, and necessity for codification 
of the final decision. 

One comment stated that under 
section 4Qg(r)(4)(A)(ii) of the act, there is 
no statutory requirement for a comment 
period, and therefore, none should be 
afforded. Other comments suggested 
that all petitions received by the agency 
should be published in the Federal 
Register with a go-day comment period. 

The agency received a similar range 
of comments on the need to publish a 
notice of denial of a synonym petition. 
While some comments argued that there 
is no need to publish such a notice, 
others argued that if a petition is denied, 
publication of this fact would discourage 
others from petitioning for use of the 
same term, thereby promoting more 
efficient use of the agency’s resources. 

One comment stated that a petition 
under section 403(r)(4)(A)(ii] requires 
only a decision by the agency in the 
nature of an advisory opinion and not 
the establishment of a regulation. The 
comment said that only if the petition is 
granted should notice of availability of 
the advisory opinion be published in the 
Federal Register. Others felt that it is 
appropriate that if the petition is 
granted, the synonymous term should be 
codified. These comments argued that 
this approaoh is consistent with the 
requirement in the 1990 amendments 
that all new nutrient content claims be 
codified. These comments also said that 
codification will lead to consisiency of 
lerms used for the labeling of food and, 
thereby, better consumer understanding 
of label statements. 

The proposed procedures for agency 
action on aynonyn petitions are 

discussed below along with the factors 
that the agency considered in arriving at 
its tentative positions. Given the very 
short timeframe established by the act, 
the agency is proposing neither to solicit 
public camment on the petition nor to 
establish regulations for authorized 
synonyms. However, it intends to 
publish expeditiously a notice of its 
decision on the petition. 

b. Evohtion criteria. Some 
comments recommended that the agency 
require petitioners to prove that the 
ordinary meaning of the term is not 
misleading and is synonymous with the 
agencydefined term. Inclusion of 
consumer surveys or other market 
research data was recommended to 
demonstrate that consumers understand 
the new term to be synonymous with the 
agencydefined term, and that 
consumers are not confused by the new 
term. The comments also stated that the 
etitioner should be required to show 
why the existing terms are inadequate. 

The agency generally agrees with the 
views expressed in these comments. H 
has included Provisions in proposed 
0 101.69(n). the regulation on synonym 
petitions, that require that the petiticmer 
address these items. This approach 
would differ under the alternative 
discussed in section IV above. 
3. Brand-Name Petitions 

One comment requested that the 
agency provide adequate time for 
comment on the notice that it is required 
to publish in the Federal Register. Other 
comments suggested that the agency 
consider codifying its decision to grant a 
brand-name petition, or, if this is not 
practicable, any final decision by the 
agency should be made public 30 days 
before its effective date, so that 
interested parties can petition for 
reconsideration. 

The proposed procedures for agency 
action on brand-name petitions are 
discussed below along with the factors 
the agency considered in arriving at its 
tentative positions. FDA is proposing to 
provide 30 days for comment on the 
petition and to issue its decision by 
letter to the petitioner. In addition, the 
agency intends to announce the 
approval of a brand name in the Federal 
Register. 
CPropsal 
1. Provisions Applicable to All Petitions 
for Nutrient Content Claims 

The agency IS proposing to establish 
5 101.69 as the general procedural 
regulation for a11 types of petitions for 
nutrient content claims. Proposed 
5 101.69(a] through (11 are general 

. 
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provisions applicable to all such 
petitions. Section 8 lOl.tiQ(a) through (t] 
address general issues, such as how 
specific types of information can be 
incorporated into the petition and set 
forth standard agency requirrments 

t 
pertaining to clinical and nonciirricat 

[ 

studies submitted to the agency for 
review. The agency is proposing in 
3 lQl.8Q(g) that the availability for 

; 
public disclosure of petitions for nutrient 
content claims will he governed by the 
provisions of 9 lO.ZO(j). the general 
provision that governs the availability of 
materisl submitted to the Dockets 
Management Branch, such as petitions, 

P comments. and objections; 
Proposed $lOl.6Q(h) requires ait 

petitions to include either a claim, for a 
categorical exclusion under 5 25.~4 or an 
enviroumental assessment under 
f 25.31. Section 101.6Qji) sets forth how 
the submitted data in the petition are to 
be organized and identified and plermits 
the petitioner to incorpdrate by 
rrlference any data from an earlier 
petition. Section lOZ.SQ(jJ requires that 
the petition be signed by the petitioner, 
or his attorney or agent, or (if e 
corporation) by an authorized official. 
Sectjon lOl.FiQ(k) requires that the 
petition include a statement signed by 
the person responsible for the petition 
that the petition is a representative and 
balrinced submission containing 311 
information, favorable and unfavorable, 
to the evaluation of the proposed claim. 
Section lOl.SQ(l] states that all 
applicable provisions of part 10 may be 
used by the agency, the petitioner, or 
any outside party with respect to any 
agency action on a petition submitted 
under this section. The agency advises, 
however, that actions requested under 
part 10, e.g., a request for 
reconsideration of a decision on a 
D 101 .QQ petition, are not subject to the 
timeframes prescribed in the 1QQO 
amendments for the petitions ~ 
themselves. 

2. Provisions for Descriptor Petitions 

!,, 
Proposed 0 101.69(m)(l) sets fortl the 

proposed data requirements specific to 
descriptor petitions. These requirements 
are. in FDA’s opinion, those necessary 
for the petition to demonstrate that use 

1 of the proposed descriptor is not 
misle:~ding and is consistent with the 
purpose of the 1990 amendments, i.e., to 
make the food label more meaningful 
and understandable to consumers. 

Proposed format item A requires a 
statement identifying the descriptive 
term and the nutrient whose level the 
term is intended to characterize. The 
si3tement should address why the use of 
the term as proposed will not be 
misleading and provide examples of the 

claim as it will be used on labels or 
labeling, as well as examples of the 
types of foods on which the claim will 
be used. The statement must specify the 
level at which the nutrient must be 
present, or what other conditions 
concemlng the food must be met for the 
appropriate use of the term, as well as 
any factors that would make the use of 
the Mm inappropriate. 

Proposed format item B requires a 
d&riled explanation, supported by nny 
necessary data, of why the food 
component characterized by the claim is 
of importance in human nutrition by 
virtue of its presence or absence at the 
levels that the claim would describe. 
The explanation must also stste what 
m~tritional benefit to the public will 
derive from the use of the claim es 
proposed, and why such benefit is not 
available through the u5e of existing 
terms defined by regulation. The 
explanation of any claim proposed for a 
specific group within the population 
should address the specific nutritionai 
needs of that group. This format item 
also requires the petitioner to provide 
data and information, to the extent 
necessary, to demonstrate that 
consumers can be expected to 
understand the meaning of the term 
under the proposed conditions of use. 

Proposed form3t item C requires data 
showing the amount of the subject 
nutrient that is present in the types of 
foods far which the claim is intended 
snd specifies requirements for the assay 
methods used for these determinations, 
This information is necessary to assure 
the agency that the claim is realistic, 
and that there are foods that will 
actually be able to bear the claim. 

Proposed format item D requires a 
detailed analysis of the potential effect 
of the use of the proposed claim on food 
consumption and of any corresponding 
changes in nutrient intake. with the 
latter item specifically addressing the 
intake of nutrients that have beneficial 
and negative consequences in the total 
diet. If the claim is intended for a 
specific group within the population, the 
analysis must address the dietary 
practiced of that group, with data 
sufficitrnt to demonstrate that the 
dietary ~tunlysis is representative of ihat 
group. 

The prpcedures for agency haudling of 
the petition are set Forth in proposed 
5 lQt,QQ(m](Z) through (m)(4). These 
items reflect the timeframes in the act 
for agency action on descriptor 
petitions. Further, the agencv is 
proposing for dcssriptor petitions (;lnd 
also synonym and brand-name 
petitions) to notify the petitioner of 
rece?ipt of a petition within 15 days of 

submission and to deny the petition at 
such time if it is incomplete. If a petition 
is not denied at this time, a docket 
number will be assigned to the petition, 
and any subsequent actions under the 
provisions of Part IQ-Administrative 
Practices and Procedures regarding the 
petition will reference that docket 
number. 

3. Provisions for Synonym Pelitions 

Proposed 8 101.QQ(n](l) sets forth the 
proposed data requirements specific to 
synonym petitions. These requirements 
are, in FDA’s opinion, those necessary 
for the petition to demonstrate the i use 
of the proposed synonym is not 
nsleading and is consistent with the 
purpose of the 1QQO amendments. 
Because the agency foresees using many 
of the same criteria in evaluating a 
synonym petition as it is proposing to 
use for descriptor petitions, many of the 
proposed data requirements for 
synonym petitions are similar or 
identical to those proposed for 
descriptor petitions. 

Proposed format item A requires a 
statement identifying the synonymous 
term and the nutrien! content claim 
(defined by a regulation] with which t!,e 
synonym is claimed to be consistent, 
The statement should address why the 
use of the synonymous term, as 
proposed, will not be misleading. The 
statement should ~150 provide examples 
of the claim as it will be used on labels 
or labeling, as well as examples of the 
types of foods on which the claim will 
he used. The statement must specify 
whether any limitations not appiicable 
to the use of the defined term are 
intended to apply to the use of the 
synonymous term. 

Proposed format item B requires a 
detailed explanation, supported by any 
necessary data, of why the proposed 
term is requested, including an 
explanation of whether the existing 
defined term is inadequate for the 
purpose of effectively characterizing the 
level of a nutrient. The explanation must 
also state what nutritional benefit to the 
public will derive from the use of the 
claim as proposed, and why such benefit 
is not available through the use of 
existing terms defined by regulation. 
Any claim proposed for a specific group 
within the population should address 
the specific nutritional needs of that 
group. This format item also requires 
data and information to the extent 
necessary to demonstrato that 
consumers can be expected to 
understand the meaning of the term 
under the proposed conditions of use. 

Proposed format item C requires a 
detailed nnalysia of the potential effect 
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OF the use of the proposed claim on food 
consumption and of any corresponding 
changes in nutrient intake, with the 
latter item specifically addressing the 
intake of nutrients that have beneficial 
and negative consequences in the total 
diet. If the claim is intended for a 
specific group within the population, the 
analysis must address the dietary 
practices of that group, with data 
sufficient to demonstrate that dietary 
analysis is representative of that group. 

The proposed procedures for agency 
handling of a synonym petition are set 
forth in proposed 3 101.69(n)(2) through 
(n](4). These items reflect the 
timeframes in the act for agency action 
on synonym petitions. The agency is not 
proposing to provide for the publication 
of a notice soliciting public comment on 
the petition because, in contrast to 
petitions for new descriptors, the statute 
does not require such notice for 
synonym petitions, and under the 
statutory requirement of action on the 
petition m 90 days, there simply is not 
time to do so. Consistent with the act, 
the agency is proposing to issue its 
decision concerning a synonym petition 
by letter to the petitioner. 

Although the act does not require that 
permission to use a synonyin be 
provided by regulation, the agency is 
proposing that it will publish 
expeditiously a notice of its decision on 
the petition. Such notice will serve to 
inform the public of agency decisions 
and provide an opportunity for 
interested persons to petition the agenc:y 
for reconsideration of the action under 
part IO. In addition, to avoid confusion 
about which synonymous terms have 
been approved by the agency, and 
because the procedure defined in the 
statue will result in a final agency 
decision that has the force and effect of 
law. FDA is proposing that when a 
synonym petition is granted, it will 
include the synonymous term in the 
applicable descriptor regulation. 
4. Provisions for Brand-Name Petitions 

Proposed 5 101.69(o)(l) sets forth the 
proposed data requirements specific to 
brand-name petitions. These 
requirements are. in FDA’s opinion, 
those necessary for the petition to 
demonstrate that use of the proposed 
implied claim is not misleading and is 
consistent with the purpose of the 1996 
amendments. Because the agency 
foresees using many of the same criteria 
in evaluating a brand-name petition as ,it 
is proposing to use for descriptor and 
synonym petitions, many of the 
proposed data requirements for brand- 
name petitions are similar or identical to 
those proposed for descriptor and 
synonym petitions. 

Proposed format item A requires a 
statement identifying the implied 
nutrient content claim, the nutrient the 
claim is intended to characterize, the 
corresponding term for characterizing 
the level of the nutrient as defined by. 
regulation, and the brand-name of which 
the implied claim is intended to be a 
part. The statement should address why 
the use of the brand-name as proposed 
will not be misleading. The statement 
should provide examples of the types of 
foods on which the brand-name will 
appear and must include data showing 
that the actual level of the nutrient in 
these foods qualifies them to bear the 
term defined by regulation. 

Proposed format item B requires a 
detailed explanation, supported by any 
necessary data, of why use of the 
proposed brand-name is requested. This 
format item must also state what 
nutritional benefit to the public will 
derive from the use of the proposed 
brand-name. If the branded product is 
intended for a specific group within the 
population, the claim should address the 
specific nutritional needs of that group. 

Proposed format item C requires a 
detailed analysis of the potential effect 
of the use of the proposed brand-name 
on food consumption and of any 
corresponding changes in nutrient 
intake, with the latter item specifically 
addressing the intake of nutrients that 
have beneficial and negative 
consequences in the total diet. if the 
branded product is intended for a 
specific group within the population, the 
analysis must address the dietary 
practices of that group, with data 
sufficient to demonstrate that dietary 
analysis is representative of that group. 

The proposed procedures for agency 
handling of a brand-name petition are 
set forth in proposed 3 101.69(o)(2) 
through (o)(5). These items reflect the 
timeframes in the act for agency action 
on brand-name petitions. 

FDA recognizes that a short timeframe 
for brand name decisions is necessary in 
order to prevent inappropriate inhibition 
of production and marketing planning. 
Given the need for such planning and 
the need to ensure that the consumer is 
protected, the agency recognizes the 
need for it to make decisions on implied 
nutrient content claims in brand names 
within the 100 day timeframe. 

The agency advises that it intends to 
deny a petition if it determines that the 
requested claim is not an implied 
nutrient content claim. FDA will make 
this determination using criteria 
consistent with any that have been 
developed for implied claims under 
section 403(r) of the act. The agency also 
intends to deny petitions for implied 

claims that do not include as a part of 
the label statement enough appropriate 
information so that it is clear that 
consumers will not be misled by the 
claim. In addition, FDA intends to deny 
a petition if it is not complete as 
prescribed in this regulation, or if the 
information in the petition is not clearly 
persuasive that the requested claim 
should be approved. Of course, as 
discussed above, any petitioner may 
request reconsideration of a denial 
under the provisions of 21 CFR part 10. 

The agency is proposing to publish the 
Federal Register notice seeking 
comment on the petition as soon as 
possible after receipt of the petition 
(probably within 26 days) and to 
provide 30 days for public comment on 
the petition, The agency believes that 30 
days is the longest comment period 
possible consistent with the agency’s 
responsibility to act on the petition 
within 100 days. Consistent with the act, 
the agency is proposing to issue its 
decision concerning a brand-name 
petition by letter to the petitioner. 
However, to avoid confusion about 
which brand-names containing implied 
nutrient content claims have been 
approved by the agency, FDA is 
proposing that when a brand-name 
petition is granted, it will publish 
expeditiously a notice in the Federal 
Register informing the public of the 
granting of the petition. 

As with synonym petition 
proceedings, the rulemaking prescribed 
by for implied nutrient content claims in 
brand names will result in binding final 
agency decisions. However, FDA does 
not plan to list approved brand name 
claims in the regulations. Unlike 
approved synonyms, which are 
available for use by any manufacturer of 
a qualifying food, approved brand name 
claims are proprietary and can be used 
by only one firm. Consequently, there is 
less need for a list of approved brand 
name claims in the Code of Federal 
Regulations than there is for a list of 
approved synonyms. However, there is a 
need for a publicly available, up-to-date 
list, and FDA intends to maintain such a 
list. 

VI. Terms That Describe Other Aspects 
of Food 

In the course of the Secretary’s 
labeling initiative, another matter that 
has increasingly gained the attention of 
consumers, the food industry, and the 
agency is the use of terms such as 
“fresh,” I‘ natural,” and “organic” on 
labels or in labeling. These terms are not 
used to characterize the level of a 
nutrient in a food but rather to describe 
other aspects of a food that are 

4 
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considered desirable. Many comment3 
to the 1989 ANPRM objected to the use 
of such terms as marketing tools that 
provide no consistent guidance to the 
consumer about the nature of the food. 
Some comments suggested that these 
terms should be defined by FDA or not 
permitted. 

Because such terms are not used to 
make nutrient content claims, the 1990 
amendments do not require thai! the 
Secretary define such terms. However, 
the agency believes that the misuse of 
“fresh” and related terms that has 
occurred in the marketplace necessitates 
that a definition be established in the 
labeling regulations to provide at basis 
for consumers to distinguish foods that 
have certain desirable attributes from 
those that do not and to remove any 
inconsistencies in the use of the term 
that mey remain in the marketplace. The 
agency announced its intention to take 
such action with respect to “fresh” in a 
notice published in the Federal Ftagister 
on February 12.1991(58 FR 5894). It also 
discussed the interim enforcement 
policy it planned to use until such 
rulemaking is completed. 

FDA is proposing to amend its food 
ivbeling regulations to define, and to 
provide for the appropriate use of, the 
terms “fresh,” “freshly --,‘I and “fresh 
frozen” (“frozen fresh’) in the labeling 
of foods. FDA is also addressing the 
terms “natural” and “organic.” 
However, as explained below, it is not 
proposing to establish definitions for the 
1Rtier term3 at this time. 

A. ‘*Fresh ” and Related Terms 
1. Use of the Term “Fresh” on Food 
Labels 

tn. Previous FDA findings on USB of the 
terns ‘ yresh ” and ‘fresh frozen ” 
(‘frozen fresh ‘7. The agency’s 
longstanding position on the appropriate 
use of the terms “fresh” and “fresh 
frozen” is set forth in Compliance Policy 
Guide (CPG) 7120.08 (Ref. 50). CPG 
71~0.88 makes two basic points: (1) 
“fresh” should not be used to describe 
foods that have been subjected to any 
form of heat or chemical processing; and 
(2) “frozen fresh” or “freuh frozen” are 
t?X:3i~lples of terms appropriate for 
r::ferring to foods that were quickly 
irozen while still fresh. FDA’s position 
has been and continues to be that use of 
tnrm “fresh” on foods that have been 
frozen or subjected to heat or chemical 
processing (e.g., canning, cooking, 
bakrng, pasteurization, smoking, 01 use 
of a preservative) is false and 
ntisleading. 

The agency’s povitton on the use of 
“fresh” dates back to the 1940s. In TC- 
71 (February 19. X940) the agstwy stated 

that it would not take exception to such 
terms as “hozen fresh” on packaged 
frozen foods, provided that the foods are 
actually fresh when frozen. In TC-99 
(February 21,1940). FDA stated that the 
word “fresh” is generally understood by 
consumers to mean an article of recent 
origin, and that for butter the ward 
would be appropriate only if the butter 
had been recently churned. The agency 
said that “fresh” would not be 
applicable to butter that had been kept 
for a Iength of time, such as in the usual 
commercial practice of storing butter in 
cold storage warehouses until it is 
marketed. In TC-281 (May 7,1940], FDA 
stated that the term “fresh tomato juice” 
should not be applied to the ordinery 
canned products. 

The agency has reiterated its policy 
over +he years. FDA took a consistent 
position in the findings of fact that it 
published in the Federal Register of 
October 11,1963 (28 FR 1QQQQ). with the 
final order establighing definitions and 
standards of identity for orange juice 
and various orange juice products, 
including pasteurized orange juice and 
orange juice from concentrate. One of 
the primary rea3ons for promulgating 
these standards was the 
misrepresentation of reconvtituted and 
pasteurized orange juice as “fresh” 
orange juice. Finding of fact No. 2 
stated: 

Fresh orange juise is not a suitable name 
for the commercially packaged expressed 
juice of oranges. The housewife who for 
niany yeors has squeezed oranges knows this 
juice to be orange juice. The term “fresh” is 
ambiguous in t!mt it is difficult to determine 
and to drsw the line when a product is fresh 
md whan it ia no longer fresh. The use of the 
km “fresh” on commercially packed orange 
juice or orange juice products would tend to 
confuse and mislead consumers. 

The findings of fact contain other 
similar and related comments 
concerning “fresh.” Finding of fact No. 
17 stated in part: 

The problem most ewountered ’ ” * is the 
adulteration of orange juice products with 
water and sugar. The next most frequent 
problem is misrepresentation of reconstituted 
arsnge juice and of pasteurized orange juice 
as fresh orange juice. The investigation 
further showed that even managers of retail 
food stores over the country are confused 
concerning thr identity of various single- 
sirengtb orange juice products. There is 
general confkon in the area. 

The issuance of standards of identity 
for various orange juice products was 
intended, in part, to prescribe specific 
appropriate names For heat treated and 
reconstituted orange juice so as to 
eliminate confusing these products with 
fresh orange juice. 

FDA has also stated in an informal 
opinion letter (Ref. 50) that irradiated 
food is a processed food and thus could 
not appropriately be labeled 3s “fresh.” 

b. Current practices of cancem to 
I-‘uA. Beginning in the ia?e 1980s FDA 
received a number of compleints about 
the deceptive use of the term “fresh” on 
products (e.g., paste sauce) that were 
preserved by heat treatment or product3 
(e.g., fruit juices) that had been 
concentrated and reconstituted. IDA 
grew concerned about the proliferation 
of such misleading label claims and thy 
resultant consumer confusion in the 
marketplace. In the agency’3 view. it is 
important that label statements using 
the terms “fresh” and “fresh frozen” 
(“frozen fresh’) not convey a misleading 
impression about the food. 

The IOM report (Ref. 5) took a 
consistent view. It noted that consumers 
want and expect a product’s principal 
display panel to include short and 
understandable terms such as “fresh” 
and “fresh frozen” (“frozen fresh”] that 
describe certain desirable 
characteristics of the food, because such 
terms allow them to select quickly foods 
that they believe are consistent with 
their dietary concerns. Ilowever, the 
report stated, the lack of uniform end 
consistent FDA and USDA definitions 
for these types of terms has led some to 
conclude that such terms should not be 
permitted because of the potential for 
confusion, exaggeration, and deception. 
Therefore, the IOM report recommended 
that terms like “fresh” be controlled by 
narrowing the conditions for their use. 

FDA agrees with the 
recommendations of the IOM report and 
the general view expressed in many of 
the comments on the 1989 ANPRM that 
stronger control of the use of the terms 
“fresh” and “fresh frozen” (“frozen 
fresh”) is needed so that consumers will 
not be misled in attempting to make 
intelligent use of factual information on 
the food labe!. 

Since 1989, FDA has increased its 
surveillance of the use of the term 
“fresh“ in the marketplace. In the spring 
of 3991, the agency instituted a major 
reguietory initiative against misleading 
uses of “fresh” on food labels. The 
ijgency took formal and informal actions 
against the use of the term on such 
products a3 juice products made from 
concentrate, juice drinks con!aining 
preservatives, and heat processed 
products such as pasta sauces and 
caviar. FDA issued letters to aever;+! 
firms citing their misleading use of 
“fresh” on food labels, warned firms 
that such misbranded product3 may be 
seized by the agency. and has seized 
wme piotlucts. 
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The agency will continue to monitor 
the use of this term in the marketplace 
and remains prepared to take action 
where it encounters the misleading use 
of the term. However, FDA also believes 
that the lack of regulations defining 
“fresh” and “freshly frozen” (“frozen 
fresh”] creates the possibility that these 
terms will again be abused. Therefore, 
FDA has tentatively concluded that it is 
both necessary and desirable to 
establish definitions by regulation that 
will standardize the use of these terms 
on food labels. 
2. Proposed Regulation 

a. Legal basis and general provisions. 
FDA is proposing to define the terms 
“fresh” and “fresh frozen” (“frozen 
fresh”) in the labeling of food and to 
provide for the proper use of these 
terms. FDA has authority to take these 
actions under sections 201(n), 403(a)(l), 
and 701(a) of the act. Section 201(n) of 
the act allows for the consideration of 
the extent to which the labeling of a 
food fails to reveal a material fact in 
determining whether its labeling is 
misleading. Section 403(a)(l) of the act 
states that “A food shall be deemed to 
be misbranded if its labeling is false or 
misleading in any particular,” and 
section 701(a) of the act vests the 
Secretary (and by delegation, FDA) with 
authority to issue regulations for the 
efficient enforcement of the act. If this 
proposal becomes a final rule, foods 
using these terms will be considered to 
be misbranded if they are not labeled in 
accordance with the proposed 
definitions. 

J’DA is proposing to redesignate 
subpart F of part 101 as subpart G and 
to establish a new subpart F that will 
contain requirements for claims that are 
neither nutrient content claims nor 
health claims. FDA is proposing to 
define and provide for the use of the 
terms “fresh,” “freshly -” (the blank 
to be filled with an appropriate verb 
such as “prepared,” “baked,” or 
“roasted”), and “fresh frozen” in 
8 101.95. The introductory paragraph of 
proposed 8 101.95 sets out the general 
requirements for the use of the terms 
defined in the section, namely that they 
may be used on the label or in labeling 
of a food only in conformity with the 
provisions of the section, 

b. ‘Fresh, ” and “Freshly -.” FDA is 
proposing to define the terms “fresh” 
and “freshly -,” to be used in 
separate contexts: (11 The term “fresh,” 
as defined in proposed 5 101.95(a). 
applies to a raw food that has not been 
frozen or subjected to any form of 
thermal processing or any other form of 
preservation: (2) The term “freshly __-” 
(e g., prepared, baked, roasted) in 

proposed 0 101.95(b) applies to a 
recently produced or prepared food that 
has not been frozen, or subjected to any 
form of thermal processing or any other 
form of preservation, during or 
subsequent to its manufacture or 
preparation, excluding a process 
inherent to the production of the basic 
product. As discussed below, proposed 
0 101.95(d) contains provisions for the 
use of these descriptors in cases that 
would otherwise be precluded under the 
definitions in 0 101.95 (a) and (b). 

FDA believes that consumers 
generally regard a food in its raw state 
as being fresh. Proposed 8 101.95(a) ’ 
therefore distinguishes a food in its raw 
state from the same food that has been 
processed or preserved for the purpose 
of defining which is fresh. For example. 
fish that is caught, cleaned, and 
displayed for sale under refrigeration 
may be labeled “fresh.” However, if the 
fish was frozen aboard the fishing 
vessel, then thawed and prepared for 
sale in a central facility, it could not be 
labeled as “fresh” because it has been 
processed by freezing. A food such as 
unprocessed juice obtained directly 
from oranges by squeezing may be 
labeled as “fresh.” However. if the juice 
is pasteurized, it is not fresh because it 
has been processed by pasteurization (a 
thermal process). Similarly, a product 
made with processed or concentrated 
ingredients ig not “fresh.” 

Under proposed 3 101.95(d)(l), the 
following coriditions would not preclude 
use of the term “fresh”: (1) if an 
approved wax or coating has been 
applied to raw produce, (2) if a mild 
chlorine or &id acid wash has been 
applied to raw produce, or (3) if raw 
produce has been treated with approved 
pesticides after harvest. Although these 
practices could possibly be viewed as 
methods of preserving food, they are 
routine practices in the distribution and 
handling of raw produce that essentially 
affect only the food surface and do not 
appreciably affect the body of the food 
or alter its raw state. Further, the agency 
believes that consumers regard such 
foods as fresh and are not misled when 
the term is uaed on these foods. 

The agency solicits comments on the 
use of “fresh” to describe certain raw 
foods that have been treated with 
ionizing radiation in accordance with 
% 179.26 (21 CFR 179.26), specifically 
those foods for which irradiation at a 
maximum dose of 1 kiloGray (100 
kilorads) is permitted. Currently, 
$ 179.26(b) permits such treatment “for 
control of Trichina spiralis in pork 
carcasses,” “for growth and maturation 
inhibition of fresh foods,” and “for 
disinfestation of arthropod pests.” The 

agency will determine, based on the 
comments, whether it should include a 
provision in 0 101.95(d)(l) permitting the 
term “fresh” to be used on irradiated 
foods where the irradiation has had 
little effect on the attributes of the food 
associated with its raw state. 
Alternatively, if comments persuade the 
agency that consumers would be misled 
by such use of the term “fresh,” the 
agency will consider including a 
provision in the final rule specifically 
prohibiting such practices. 

Proposed 0 101.95(d)(2) provides that 
refrigeration of a raw food that 
otherwise meets the definition of “fresh” 
does not preclude the use of that term. 
Although refrigeration is a means of 
preserving food for a finite time, the 
proposal includes this provision because 
the agency believes that consumers 
generally regard refrigerated raw foods 
as fresh and are not misled when the 
term is used on such foods. 

Proposed 3 101.95(b) states conditions 
for the use of “freshly -” on labels 
and in labeling of prepared foods, e.g., 
soup and bread, as opposed to raw food 
items. proposed 0 lm.%(d)(2) also 
provides that refrigeration of a food that 
otherwise meets the definition of 
“freshly --” does not preclude the use 
of the term “freshly -.” In the case of 
prepared foods, FDA recognizes that 
recently prepared or produced foods 
that have not been processed or 
otherwise preserved are valued by 
consumers and are generally considered 
by consumers to be more desirable than 
comparable foods that have been 
processed or preserved. Examples of 
such valued foods would include salads 
(e.g., bean salad and tuna salad) or 
soups (e.g., clam chowder) that are 
prepared in a retail outlet or a central 
facility, packaged in a consumer 
package or bulk form without 
preservatives, and offered quickly for 
sale without further processing. The 
agency believes that it is appropriate to 
label such foods as “freshly prepared” 
or “freshly made” to emphasize that the 
food is of recent origin, is not preserved, 
and has Rot been processed after 
preparation. “Prepared” in this context 
means that the salad or soup was 
actually formulated from a recipe, 
versus simply transferring a canned 
salad to a tray and displaying it for sale 
in a refrigerated case, or simply heating 
a canned soup and offering it from a 
self-service soup bar. 

Other examples of foods that meet the 
proposed definition in 8 101.95(b) 
include: (I) Peanuts that are roasted and 
sold onsite; (2) shrimp that is steamed at 
a retail site or at a central facility and 
quickly offered at retail: and (3) 
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crabmeat that is steamed or broiled 
before picking and is sold without 
preservation. In these cases, the use of 
other verbs in conjunction with the 
adverb “freshly” would be appropriate, 
such as “freshly roasted peanuts,” 
“freshly steamed shrimp,” and “freshly 
picked crabmeat.” It should be noted 
that in all the examples for pro,posed 
3 101.95(b), the term “freshly” is an 
adverb that modifies a verb such as 
“prepared” or “roasted,” and d’oes not 
describe the food itself as fresh. The 
agency believes that the proposed 
terminology is the most appropriate 
manner for conveying the desirable 
attributes of recently prepared or 
produced foods, and thus, it is not 
proposing to allow for the use of “fresh” 
to describe the food itself. 

Under the proposed definition, 
recently baked bread, formulated 
without a chemical preservative, could 
be labeled as “freshly baked.” The fact 
that the bread was processed by baking 
does not disqualify if because b,aking is 
inherent to the manufacturing of bread. 
However, if such a product included a 
chemical preservative, such as a mold 
growth inhibitor, among its ingredients, 
it could not be labeled as “freshly 
baked” because it would be a preserved 
product. The agency does not believe 
that the preserved product should bear 
the same qualitative term, i.e., “freshly 
baked,” as unpreserved bread, because 
its quality results, in part, from the 
incorporation of a chemical 
preservative. 

The term “recently” as used in this 
proposal is a qualitative term whlose 
meaning depends in large degree on the 
food in question. For example, many 
consumers would consider a pasta salad 
to be recently made, and thus “freshly 
prepared,” on the day it was actually 
prepared on-site or in a central facility. 
On the other hand, for “freshly roasted” 
peanuts, consumers would probably 
consider “recent” to mean that the 
peanuts are still warm. However, in 
general, FDA believes that it would not 
be appropriate for the terms permitted 
by proposed $101.%(b) to be used on 
the label or labeling of a food that is 
available for sale more than 24 hours 
after its preparation. FDA has therefore 
included in proposed $ 101.!%(d)(:j) a 
provision that states that a food shall 
not be considered to be recently 
prepared or made if it is available for 
sale more than 24 hours after its 
preparation or production. 

The agency’s intention in specifying a 
time period for “recently prepared” is to 
limit the use of the term “freshly __‘I 
to foods that are qualitative!y 
compaleble to foods prepared by 

consumers for same day consumption. 
However, the agency realizes that given 
the variety of foods that are available 
for sale within a relatively short time 
after preparation, some foods available 
for sale more than 24 hours after 
preparation may merit use of the term 
“freshly --.” The agency requests 
comments on this matter. Comments 
should identify such foods and state 
why they merit use of the term “freshly 
-. ” If the comments identify such 
foods, FDA will consider adding 
provisions to 8 101.%(d) that will permit 
the use of “freshly -” in the labeling 
of such foods. Alternatively, the agency 
would consider specifying a time period 
other than 24 hours in 0 101.%(b) if the 
comments demonstrate that there are a 
large number of foods that merit such an 
exception, and that a more appropriate 
time period can be included in 
0 1omqb). 

The proposed definition of “freshly 
-” in proposed $1(%95(b) will 
preclude the use of this term on foods 
that have been subjected to certain 
processes and any form of preservation 
“during or subsequent to” the 
preparation or production of the food. 
Thus, the focus of this definition is on 
the preparation of the product and 
subsequent treatment of the food item 
and not on to the ingredients contained 
in the product. FDA believes that it is 
common in the marketplace to find 
prepared foods that are valued for their 
recent preparation even though they 
contain processed ingredients, e.g., a 
pasta salad made with canned tuna. 
Thus, the agency believes that 
consumers will not be mislead by 
permitting such foods to bear terms such 
as “freshly prepared.” However, the 
agency requests comments concerning 
whether situations exist in which it 
would be misleading to label a prepared 
food containing processed ingredients as 
“freshly -....-.‘I If such cases are 
identified in the comments, the agency 
will consider restricting the use of the 
term to situations where it would not be 
misleading. 

FDA’s proposed approach concerning 
ingredients in a freshly prepared food is 
generally consistent with the policy of 
the USDA’s Food Safety and Inspection 
Service (FSIS). FSIS, which regulates 
meat and poultry based products, 
permits the use of the term “fresh” when 
it descrtbes a recently prepared food 
consisting of ingredients that could not 
meet its policy criteria [e.g., a ham salad 
containing cured ham). 

c. “Fresh frozen ” and ‘Ifrozen fresh “. 
As noted above, it has been the agency’s 
longstanding policy that the term “fresh” 
should not be used without qualification 

to describe foods that are frozen or have 
been frozen. Consistent with this policy, 
the agency is proposing in 0 101.95(c) to 
define the terms “fresh frozen” and 
“frozen fresh,” when used on the label 
of a food, to mean a food that is quickly 
frozen while fresh [i.e., a food that is 
recently harvested when frozen], by a 
freezing system such as blast-freezing 
(sub-zero Fahrenheit temperature with 
fast moving air directed at the food) that 
ensures the food is frozen quickly, even 
to the center of the food, and that 
virtually no deterioration has taken 
place. 

d. Use of terms in a brand name or as 
a sensory modifier, FDA is aware of a 
number of foods that include as part of 
the brand or firm name the term “fresh.” 
Brand names, firm names, logos, and 
mottos are label statements that 
sometimes make a false or misleading 
claim and have the potential to mislead. 
Some manufacturers have claimed that 
when the term is used as a brand name 
or with the word “brand’ or “style,” it is 
not subject to FDA regulation. Others 
have sought to insulate their use of the 
term “fresh” by using it to refer to 
sensory qualities such as texture, color, 
flavor, or taste. 

The use of this descriptor in 
conjunction with one of these terms or 
similar terms is misleading to consumers 
on the label of a product that is not itself 
fresh. For example, some traditional 
canned vegetables have used such 
labeling in the past, where the product 
contains ingredients that enable it to 
undergo a less intense thermal process 
and to retain a higher level of sensory 
quality. The agency desires to make it 
clear that it regards any use of the terms 
defined in this section to be subject to 
the requirements of the regulation if the 
term expressly or implicitly refers to the 
food. FDA is, therefore, proposing to 
include in the introductory paragraph in 
5 101.95 a statement that the 
requirements of the section pertain to 
any use of the subject terms that 
expressly or implicitly refer to the food, 
on labels or labeling, including use in a 
brand name and use as a sensory 
modifier. 

e. Use of fresh ingredkts in 
processed foods. FDA is also 
considering whether a processed food 
made from fresh, as opposed to 
processed, fruits or vegetables should be 
permitted (by regulation) to include on 
the label a factual statement such as 
“spaghetti sauce-made with fresh 
mushrooms” FDA requests comments on 
whether use of the term “fresh” is 
appropriate in such circumstances. 

FDA also requests comments on 
whether consumers understand such 
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s?atements and consider them to be 
useful in describing a processed product, 
whether it is impotiant to the consumer 
to be able to distinguish between 
processed products made From fresh as 
opposed to processed fe.g., concentrated 
and tben rebydrated or reconstituted) 
ingredients, and whether there are other 
appropriate means Bar making such 
distinctions on food labels. In addition, 
if designation of the ingredient as 
“fresh” is useful, FDA requests 
comments on whether the inclusion of 
blanching as a part of a continuous 
process at a facility should preclude 
labeling the ingredient as “fresh.” For 
example, if fresh raw material 
mushrooms are blanched and then 
added to the prvduct in a continuous 
process, should the label he permitted to 
bear the phrase “made with fresh 
mushrooms”? FDA will consider the 
comments it receives and determine 
whether to include a provision in the 
final rule ad&easing use of the term 
“fresh” to describeingredients in 
processed foods. 

An issue that has come to the 
agency’s attention in its review of 
“fresh” claims is the use of 
remanufactured ingredients. The agency 
solicits comments on whether the use of 
remanufactured ingredients affects the 
attributes of a finished product, such es 
a tomato product, to such a degree thst 
the consumer is misled about the 
product if its labeling does not 
specifically declare the remanufactured 
nature of the ingredient. Fur example, 
would it be useful to consumers for 
processed products made from 
remanufactured ingredients to bear a 
term on its principal display panel such 
as “made from __ concentrate,” 
“remanufactured,” or “reconstitutedt” 

If the comments persuade the agency 
that such a declaration on the product’s 
prirmipal display panel is necessary to1 
not mislead consumers about the nature 
of a product, the agency will consider 
including a provision in the final rule 
requiring such a declaration, 

f. Extended shelf life foods. Extended 
shelf life (ESL) is a term that describes a 
category of foods made possible by 
relatively recent developments in food 
processing and packaging technology. 
Generally, ESL describes a food that ia 
unprocessed or minimally processed fin 
some cases. the product is cooked just 
as it would be by a consumer], and thus 
is not shelf stable, but that is packaged 
in such a manner so aa to maintain its 
quality for an extended period d time 
when compared to traditional packaging 
methods. Such products are often 
refrigerated (many require refrigeration 
for safe distribution) and often rely on 

the use of “barrier” packaging and 
“modified or controlled atmospheres” in 
the package to retard aging of the food. 
For example, one such pasta product 
packaged in a barrier container with a 
modified atmosphere. reportedly has a 
refrigerated shelf life of 34 days (Ref. 
52). 

FDA notes that ESL do net meet the 
requirements of 8 101.%(b) for the use of 
the term “freshly -.* However, FDA 
recognizes that such products may be of 
a degree of equality similar to that of 
traditional prepared foods that could 
appropriataly be labeled as “freshly 

*’ FDA is requesting information on 
~kls that would enable it to 
determ&re whether any foods of this 
type marit use of the term “freshly -,‘* 
and if so, what factcws about such foods 
justify the use of the term in a 
nonmisleating mannar. If the comments 
identify nonmisleading uses of the tarm 
“freshly -..-‘I to describe ESL foods, the 
agency will consider explicitly limiting 
the proposed definition in 0 101.%95(b) to 
foods prepared and packaged by 
traditional means, and it will consider 
including provisions in the final rule 
permitting the use of the term “freshly 
-- ” or other terms to describe fmds 
prepared and packaged using ESL 
techniques. 
B. Notural 

The word “natural” ia often used to 
convey that a food is composed only of 
substances that are not manmade and 
is, therefore, somehow more wholaaome. 
In the past, FDA has not attempted to 
restrict use of the term “natural” except 
for added color, synhtic substancea. 
and flavors under 0 IM.ZE. in its 
informal policy [Ref. 53), the agency has 
considered “natural” to mean that 
nothing artificial or synthatic [including 
colors regardless of source) is inch&d 
in, or has been added to, the product 
that would not ~rmally be expected to 
be there. For example, the addition of 
beet juice to lemonade to make it pink 
would preclude the product being called 
“natural.” 

The meaning and use of the term 
“natural” on the label are of 
considerable interest to consumers and 
industry. Data suggest that uses of 
“natural” claims are confusing and 
misleading lo consumers and frequently 
breach the public’s legitimate 
expectations about their meaning. For 
exampie. two FTC reports (Refs. 54 and 
55) cite numerous studies indicating a 
general lack of consumer understanding 
and scientific agreement about the 
meaning ,of the term. 

The term “naturar’ is used, however, 
on a variety of products to mean a 
variety of things. Because of its 

widespread use, and the evidence that 
consumers regard many uses of this 
term as non-informative, the agency is 
considering es?abRshing a definition for 
this term. FDA believes that if the term 
“natural” is adequately defined, the 
ambiguity surrounding use of the term 
that resdts in misleading claims could 
be abated. 

In considering this issue, FDA has 
reviewed definitions of the term 
“natural” used by other government 
agencies, other countries, state 
governments, and industry. For example. 
USDA permits the use of the term 
“natural” on the labeling of meat and 
poultry products if: 14 They contain no 
artificial flavor or flavoring coloring 
ingredient, chemical preservative, or any 
other artificial or synthetic ingredient, 
and (2) they and their ingredients are 
not more than “minimally processed.” 
“Minimally processed” may include 
traditional processes such as smoking, 
roasting, freezing, drying, and 
fermenting. it may also include those 
processes that do not fundamentally 
alter the raw product and that only 
separate a whole, intact food into 
component parts such as grinding meat 
or pressing fruits to produce juices. 
Solvent extraction, acid hydrolysis, 
chemical bleaching, and other such 
relatively complex processes do not 
meet the criteria for minimal processing, 
and, thus, if they have occurred, the 
product would not be allowed by USDA 
to be labeled as “natural” (Ref. 58). 

USDA’s policy also provides that all 
labels of meat and pwitry products 
bearing the term “natural” must be 
accompanied by a brief statement 
informing consumers that the product is 
natural because it contains no artificial 
ingredients and is only minimally 
processed. This statement may appear 
either directlv beneath or beside all 
natural cfaim*s or may be placed 
elsewhere on the principal display panel 
provided an asterisk is used to tie the 
explanation to the claim. USDA has 
approved labels for “All Natural 
Wingettes” and “All Natural Chili.” 

Some of the definitions established by 
other government agencies, other 
countries, state governments. and 
industry are more restrictive than the 
USDA definition, while others are less 
so. There are numerous inconsistencies 
among the definitians as well as 
unanswered questions. Consequently. 
FDA has concluded that more consumer 
and industry input is needed before it 
can develop a definition for “natural.” 
However, the agency notes that after 
considerable input from various groups, 
including scientists. consumers, 
industry, and regulatory urofessions, the 
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Federal Trade Commission (FTC) was 
unable to establish a definition for 
“natural.” (See Refs. 54 and 55 and 18 
FR 23270. May 24,1983-Termination of 
rulemaking proceeding). 

One possible meaning of the term 
“natural” as it applies to food is the 
absence of artificial or synthetic 

b 
ingredients of any kind. This meaning, 
however, has been degraded by 

r inappropriate use of the term in the 
marketplace. Should FDA establish a 
meaningful definition for “natural” so 
that this term has a common consumer 
understanding? Because of the multiple 

f and diverse meanings currently in use, 
establishing a definition for the term 

* “natural” tha! will be readily accepted 
and understood will be difficult. The 
agency is seeking comments on whether 
it should define this term or should 
prohibit such claims entirely on the 

I grounds that they are false or 
misleading, 

In reaching a decision on any future 
FDA course of action, the agenqy seeks 
comments on how, or if, it should 
proceed in developing a definition for 
the term “natural.” FDA is particularly 
interested in the views of consumers 
and industry on how “natural food” 
should be defined. Given past consumer 
confusion on what “natural” means, 
FDA seeks comments that provide 
examples of what a natural food is. In 
addition. FDA seeks comments on 
whether a food represented to be 
natural should be considered to be 
misbranded under section 463(a) of the 
act: (1) If it has undergone more than 
“minimal processing” (the agency also 
requests comments on what “mi&mal 
processing” means), or (2) if it contains 
any artificial or synthetic ingredients 
such as food and color additives. 

Ifow FDA proceeds will depend 
largely on response to the agency’s 
concerns regarding a definition of the 
term “natural” and the identification of 
a suitable direction that the agencv 
might explore in establishing a ” 
definition for such a term. 

In addition to information on these 
broad uses of the term “natural,” FDA is 
also seeking comment on how it 
distinguishes between artificial and 
natural flavors in 5 101.22. The agency is 
concerned that its existing definition of 
“natural flavor” may not be consistent 
with the current interpretation of 
“natural” as implying minimal 
processing. For example, while removing 
the essential oil from a food is probably 
well understood to be minimal 
processing, and the oil is therefore a 
natural flavor of the food, it is less clear 
whether hydrolysis or enzymolysis of a 
food is minimal processing and therefore 
results in a natural flavor. The agency 

requests comments with substantiating 
information to provide a basis for a 
clearer, more appropriate distinction 
between natural and artificial flavors. 
C. Organic 

A review of the comments from 
consumers to the 1989 ANPRM on the 
use af the term “organic” demonstrated 
that consumer perceptions of the term 
encompass more than is generally 
intended bv the term. Many of the 
comments suggested that they wanted 
either: 

(1) Organic to mean “pesticide free” 
(organically grown) food; 

(2) Label declaration of any pesticide, 
growth enhancer, fungicide, chemical, or 
radiation used; or 

(3) At least label declaration of any 
potentially harmful pesticides and 
fertilizers used. 

On November 28,1990, Title XXI- 
Organic Certification, known as the 
“Organic Foods Production Act of 1996 
(OFPA), was enacted as part of the 1990 
Farm Bill. The purpose of the statute 
was: 

(1) To establish national standards 
governing the marketing of certain 
agricultural products as organically 
produced products, (2) to assure 
consumers that organically produced 
products meet a consistent standard, 
and (3) to facilitate interstate commerce 
in fresh and processed food that is 
organically produced. 

The OFPA stated that to be sold or 
labeled as an “organically produced” 
agricultural product, an agricultural 
produat must, with certain exceptions, 
(1) have been produced and handled 
without the use of synthetic chemicals, 
(2) not be produced on land to which 
any prohibited substances, including 
synthetic chemicals, have been applied 
during the three years immediately 
preceding the harvest of the agricultural 
products, and (3) be produced and 
handled in compliance with an organic 
plan agreed to by the producer and 
handler of such product and the 
certifying agent. 

This statute charges USDA with 
establishing a certification program for 
producers and handlers of agricultural 
products that have been produced using 
organic methods. In addition, the USDA 
was instructed to permit each state to 
implement a State organic certification 
program for producers and handlers of 
agricultural products that have been 
produced using organic methods. The 
OFPA also established certain 
requirements under which a processed 
food could be labeled directly or 
indirectly as “organically grown.” 

The OFPA provides that exemptions 
to certain labeling requirements for 

processed foods may be made to the 
extent that the Secretary of Agriculture, 
in consultation with the National 
Organic Standards Board and the 
Secretary of DHHS, determines that 
they are appropriate. 

Because responsibility for regulating 
use of the term “organic” has been 
assigned by Congress to USDA, FDA 
will defer issuing of any regulations 
governing the term “organic” until 
USDA has adopted appropriate 
regulations. At this time, FDA will 
determine whether any additional 
regulations governing the term “organic” 
are necessary. 
VII. Economic Impact 

The food labeling reform initiative, 
taken as a whole, will have associated 
costs in excess of the $100 million 
threshold that defines a major rule. 
Therefore, in accordance with Executive 
Order 12291 and the Regulatory 
Flexibility Act (Pub. L. 96-354) FDA has 
developed one comprehensive 
regulatory impact analysis (RIA) that 
presents the costs and benefits of all of 
the food labeling provisions taken 
together. The RIA is published 
elsewhere in this issue of the Federal 
Register. The agency requests comments 
on the RIA. 
VIII. Environmental Impact 

The agency has determined under 21 
CFR 25.24 that this proposed rule is of a 
type that does not individually or 
cumulatively have a significant effect on 
the human environment. The proposed 
actions pertaining to food labeling meet 
the criteria in 21 CFR 25.24(a)(ll) for 
exclusion from preparation of any 
environmental assessment and an 
environmental impact statement. The 
proposed regulations pertaining to 
petitions for nutrient content claims 
meet the criteria for exclusion described 
in 21 CFR 25.24(a)(a). Therefore, neither 
an environmental assessment nor an 
environmental impact statement is 
required. 
IX. Effective Date 

FDA is proposing to make these 
regulations effective 8 months after the 
publication of a final rule based on this 
proposal. 

FDA notes, however, that in section 
10(a)(3)(B) of the 1990 amendments, 
Congress provides that if the Secretary 
of Health and Human Services (the 
Secretary], and by delegation FDA, finds 
that requiring compliance with section 
493(q) of the act, on mandatory nutrition 
labeling, or with section 403(r)(2) of the 
act, on nutrient content claims, G months 
after publication of the final rules in the 
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Federal Register would cause undue 
economic hardship, the Secretary may 
delay the application of these sections. 
for no more than 1 year. In light of the 
agency’s tentative findings in its 
regulatory impact analysis that 
compliance with the 1990 amendmentt; 
by May 8,1993, will cost $1.5 billion, and 
that 6 month and 1 year extensions of 
that compliance date will result in 
savings that arguably outweigh the 1os.t 
benefits, FDA believes that the question 
of whether it can and should provide for 
an extension of the effective date of 
sections 403(q) and [r)f2) of the act is 
squarely raised. 

FDA has carefully studied the 
language of section la(a)@](B) of the 
1990 amendments and sees a number of 
questions that need to be addressed. 
The first question is the meaning of 
“undue economic hardship” FDA 
recognizes that the costs of complianc,e 
with the new law are high, but those 
costs derive in large measure from the 
great number of labels and firms 
involved. The agency questions whether 
the costs reflected in the aggregate 
number represent “undue economic 
hardship.” Therefore, FDA requests 
comments on how it should assess 
“undue economic hardship.” Should it 
assess this question on a firm-by-firm 
basis, as was provided in the bill that 
passed the House Committee on Energy 
and Commerce (H. Rept. lol-538,lOlst 
Gong., 2d sess., 24 (1990)). an industry- 
by-industry basis, or should it assess 
this question on an aggregate basis? if 
the agency should take the latter 
approach, comments should provide 
evidence that would permit the agency 
to make a determination that there is 
“undue economic hardship” for most 
companies. FDA also points out that 
assessing hardship on a firm-by-firm 
basis would likely be extremely 
burdensome because of the likely 
number of requests. 

FDA will consider the question of the 
meaning an&appropriate application of 
section 10(a)(3)(B) of the 1990 
ameadments as soon as possible after 
the comment period closes. The agency 
inicnds to publish a notice in advance of 
any final rule announcing how it will 
implement this section to assist firms in 
pianning how they will comply with the 
act. The early publication of this notice 
is to assist firms in avoiding any 
unnecessary expenses that could be 
incurred by trying to comply with a 
compliance date that may cause “undone 
econsmic hardship.” 
X. Comments 

Interested persons may, on or before 
k’cbruary 25. 1992, submit to the Dockets 
hl~:nngemen! Branch (address above) 

written comments regarding &his 
proposal. Two copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the office 
above between 9 a.m. and 4 p.m.. 
Monday thrbugh Friday. 

In accordance with section 3(b)@)(3) 
of the 1990 amendments, FDA must 
issue by Novembm 8,1992, final 
regulations for nutrient content claims. if 
the agency does not prcmulgate final 
regulations by November 6,1%12, section 
S(b)[2) of ?he 1990 amendments provides 
that the regulations proposed in this 
document shall be considered as the 
final regulations. The agency has 
determined that 90 days is the maximum 
time that it can provide for the 
submission of comments and still meet 
this statutory timeframe for the issuance 
of final regulations. Thus, the agency is 
advising that it will not consider any 
requests under 21 CFR 10.40(b) for 
extension of the comment period beyond 
February 25,1992. The agency mus? limit 
the comment period to no more than XI 
days to assure sufficient time to develop 
a final rule based on this proposal and 
the comments it receives. 

Xl. Paperwork Reduction Act 
In accordance with the Paperwork 

Koduction Act of l%O {%4 USC. chapter 
35). the provisions of 0 1Ctl.69 .%elitions 
for nutrient cmtent fhkns relating to 
submission of petitions to FDA will be 
submitted for approval to the Office of 
Management and Budgei [QME). These 
provisions wili not be effective until 
FDA obtains OMB approval. FDA will 
give notice of OMB approval of these 
requirements in the Fed8ral Register as 
part of any final rule that is based on 
this proposal. 
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List of Subjects 
21 CER Part 5 

Authority delegations (Government 
agencies), imports, Organization and 
functions ~Goverrxnent agencies). 

21 CFR Port 101 

Food labeling, Reporting and 
recordkeeping requirements. 

21 CFR Part 105 

Dietary foods, Food grades and 
standards, Food labeling. Infants and 
children. 

ThereCore. under the Federal Food. 
Drug, and Cosmetic Act and under 
authority de!egated to the Commissioner 
of Food and Drugs, +t is proposed that 21 
CFR parts 5,101, and 105 be amended as 
follows: 

PART 5-DELEGATIONS OF 
AlJTHORtTY AND ORGANIZATION 

1. The authority citation For 21 CFR 

se& 2-12 of the Fair Packaging and Labeling 
Act (15 U.S.C. 1451-1462); 21 U.S.C. 41-50,61- 
63,141-149,46?f, 679(b), 80l-886,1031-1309, 
sets. 20?-%i3 of the Federal Food, Drug, and 
Cosmetic Act (Zl U.S.C. 32l-394): 35 U.S.C. 
156~ sets. 3m, 302,303,307,3103 311.351.352. 
354-360F. 381.362 1701~wa, 2103~zfa2 of 
the Pubtic Heaftb Service Act (42 USC. 241, 
242,242a. 2421.242% 2&3,262.2lXl, 2&h263n, 
264,265.3oou-3oou-5,300aa-l-300ff& 42 
USC. 1395y. 3246b, 4332,4831(a), l0#?- 
10608; E.O. 11490.11921. and 1259l. 

2. Section 5.61 is amended by revising 
the section heading and by adding a 
new paragraph (g) to read as follows: 

8 5.61 Food stm&Ms, food additives, 
generally recognized 06 oafe (GRAS) 
substencs~ color addlthfss, t5ealth claims, 
and nutrient content cl&us and health 
claims. 
l t * . * 

(g) The Director and Deputy Director, 
Center for Food Safety and Applied 
Nutrition are authorized to perform ail 
of the functions of the Commissioner of 
Food and Drugs under section 403(r)(4) 
of the act regarding the issuing OF 
decisions to grant or deny, letters of 
filing, notices seeking comment, and 
notices of proposed rulemaking in 
response to petitions for nutrient content 
claims and health claims that do not 
involve controversial issues. 

PART 101-FOOD LABELING 

3. The authority citation for Zl CFR 
part 101 continues to read as follows: 

Authority: Sets. 4.5, 6 of the Fair Packaging 
end Labelinn Act (15 U.S.C. l&3,1454,1455); 
sets. 201,3Oi, 402,‘403,409,7Ol of the Federil 
Food. Drug, and Cosmetic Act (21 U.S.C. 32% 
331, 342, 343, 346, 371). 

4. Secticn 101.13 is revised to read as 
Folhws: 

9 101.13 Nuttient content claims-general 
v&W-. 

(a] This section and the regulations in 
subpart D of this part apply to foods that 
are intended for human consumption 
and that are offered for sale. 

(b) A claim that expressly or implicitly 
haracterizes the level of a nutrient 

(nutrient content claim] of the type 
required in nutrition IabeIing under 
5 101.9, may not be made on the label or 
in labering of foods unless the claim is 
made in accordance with this regulation 
and with the applicable regulations in 
subpart D of this part. 

(I] An expressed nutrient content 
claim is any direct statement about the 
level [or range) of a nutrient in the food, 
e.g., “low sodium.” 

(2) An implied nutrient content claim 
is any claim that describes the Food or part 5 continues to read as follows: 
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an ingredient therein in such a manner 
that leads a consumer to assume that a 
nutrient is absent or present in a certain 
amount (e.g., “high in oat bran”) or that 
the food because of its nutrient content 
may be useful in achieving a total diet 
that conforms to current dietary 
recommendations [e.g., “healthy”). 

(3) No nutrient content claims may be 
made on food intended specifically for 
use by infants and toddlers less than z 
years of age. 

(c) Information that is required or 
permitted by 5 101.9 to be declared in. 
nutrition labeling, and that appears as 
part of the nutrition label, is not a 
nutrient content claim and is not subject 
to the requirements of this section. If 
such information is declared elsewhere 
on the label or in labeling, it is a nutrient 
content claim and is subject to the 
requirements for nutrient content claims. 

(d) A “substitute” food is one that 
may be used interchangeably with 
another food that it resembles, i.e.. that 
it is organoleptically, physically, and 
functionally (including shelf life) similar 
to, and that it is not nutritionally inferior 
to unless it is labeled as an “imitation.” 

(1) If there is a difference in 
performance characteristics, the food 
may still be considered a substitute if 
the label includes a disclaimer adjacent 
to the most prominent claim as defined 
in paragraph (j)(Z)(ii) of this section, 
informing the consumer of such 
difference (e.g., not for use in cooking). 

(2) This disclaimer must be in easi1.y 
legible print or type and in a size no less 
than one-half the size of the type of the 
descriptive term but in no case less than 
one-sixteenth of an inch in height. 

(e)(l) Because the use of a “free” 01 
“low” claim before the name of a food 
implies that the food has been altered 
compared to other foods of the same 
type to lower the amount of the nutrient 
in the food, only foods that have been 
specially processed, altered, formulated, 
or reformulated so as to remove the 
nutrient from the food may bear such a 
claim (e.g., low sodium potato chips). 

(2) Any claim for the absence of a 
nutrient in a food, or that a food is low 
in a nutrient, when the food has not 
been specially processed, altered, 
formulated, or reformulated to qualify 
for that claim shall indicate that the 
food inherently meets the criteria and 
shall clearly refer to all foods of that 
type and not merely to the particular 
brand to which the labeling attaches 
(e.g., “corn oil. a sodium free food”). 

(f) A nutrient content claim shall be in 
type size and style no larger than that of 
the statement of identity. 

(g) The label or labeling of a food for 
which a nutrient content claim 13 made 
shall contain prominently and in 

immediate proximity to such claim the 
following referral statement: “See 
~ for nutrition information” with 
the blank filled in with the identity of 
the panel on which nutrition labeling is 
located. 

(1) The referral statement “See 
[appropriate panel] for nutrition 
information” shall be in easily legible 
boldface print or type, in distinct 
contrast to other printed or graphic 
matter, that is no less than one-half the 
size of the type of the nutrient content 
claim but in no case less than one- 
sixteenth of an inch in height. 

(2) The referral statement shall be 
immediately adjacent to the nutrient 
content claim and may have no 
intervening material other than, if 
applicable, other information in the 
statement of identity or any other 
information that is required to be 
presented with the claim under this 
section (see e.g., paragraph (j){2) of this 
section or under a regulation in subpart 
D of this part (see, e.g., $3 101.54 and 
101.62)). If the nutrient content claim 
appears on more than one panel of the 
label, the referral statement shall be 
adjacent to the claim on each panel 
except for the panel that bears the 
nutrition information. 

(3) If a single panel of a food label or 
labeling contains multiple nutrient 
content claims or a single claim 
repeated several times, a single referral 
statement may be made. The statement 
shall be adjacent to the claim that is 
printed in the largest type on that panel. 

(h) In place of the referral statement 
described in paragraph (g) of this 
section, if a food contains more than 
11.5 grams (g) of fat, 4.0 g of saturated 
fat, 45 milligrams (mg) of cholesterol, or 
366 mg of sodium per reference amount 
customarily consumed, per labeled 
serving size, or per 100 grams, then that 
food must disclose, as part of the 
referral statement, that the nutrient 
exceeding the specified level is present 
in the food as follows: “See [uppropriate 
panel) for information about [nutrient 
requiring disclosure] and other 
nutrients,” e.g., “See side panel for 
information about fats and other 
nutrients.” 

(i) Except as provided in paragraph 
(o)(3) of this section, the label or 
labeling of a product may contain a 
statement about the amount or 
percentage of a nutrient that implies that 
the food is high or low in that nutrient 
only if the food actually meets the 
definition for either “high” or “low” as 
defined for the nutrient that the label 
addresses. Such a claim might be, 
“contains 100 mg of sodium per serving.” 

(j) Products may bear a statement that 
compares the level of a nutrient in the 

product with the level of a nutrient in a 
reference food. These statements shall 
be known as “relative claims” and 
include “reduced,” “light” and 
comparative claims. 

(1) To bear a relative claim about the 
level of a nutrient, the amount of that 
nutrient in the food must be compared 
as specified below to a reference food. 
Such foods are: 

(i) For all relative claims, an industry 
wide norm, i.e., a composite value 
weighted according to a national market 
share on a unit or tonnage basis of all 
the foods of the same type as the food 
for which the claim is made; 

(ii) For reduced and comparative 
claims only, a manufacturer’s regular 
product that has been offered for sale to 
the public on a regular basis for a 
substantial period of time in the same 
geographic area by the same business 
entity or by one entitled to use its trade 
name; or 

(iii) For comparative claims only, a 
food or class of food whose composition 
is reported in a current valid data base 
such as U.S. Department of Agriculture’s 
Handbook 8, Composition of Foods, 
Raw, Processed, Prepared. 

(2) For foods bearing relative claims: 
(i) The label or labeling must bear, 

immediately adjacent to the claim that 
is in the most prominent location on the 
labeling or labeling and in type no less 
than one-half the size of the type of the 
claim but no less than one-sixteenth of 
an inch, the following accompanying 
information: 

(A) The identity of the reference food: 
(B) The percentage (or fraction) of the 

amount of the nutrient in the reference 
food by which the nutrient has been 
modified, (e.g., “50% less fat,” “% fewer 
calories”), and 

(C) Clear and concise quantitative 
information comparing the amount of 
the subject nutrient in the product per 
labeled serving with that of the 
reference food. 

(ii) The determination of which use of 
the claim is in the most prominent 
location on the label or labeling will be 
made based on the following factors, 
considered in order: 

(A) A claim on the principal display 
panel adjacent to the statement of 
identity: 

(B) A claim elsewhere on the principal 
display panel: 

(C) A claim on the information panel: 
or 

(D) A claim elsewhere on the label or 
labeling. 

(iii) Relative claims for decreased 
levels of nutrients may be made on the 
label or in labeling of a food only if the 
nutrient content for that nutrient differs 
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from that of the reference food by more 
than the amount specified in the 
definition of “low” ~QC that nutrient. 

(k) The term “modified” may be used 
in the statement of identity of a food 
that bears a comparative claim that 
complies with the requirements of this 
pact, followed immediately by the name 
of the nutrient whose content has been 
altered (e.g.. “Modified fat cheesecake”). 
This statement of identity must be 
immediately followed by the 
comparative statement such as 
“Contains 35% less fat than --” - -” 
and ail other information required in 
paragraph (j)(2) of this section for 
compardtive daims. 

misleading under seciion 403(a) of the 
act. 

S@C. 
101.56 Nutrient content claims for “Ii&t” or 

We.” 
1Ol.W Nutrient content claims fur the 

cabrit? content of foode. 

(1) For purposes of making a claim, a 
“meal-type product” shall be defined es 
a food that: 

(1) Makes a significant contribution to 
the diet bJr: 

(i) Providing at least ZOO calories per 
serving (container): or 

(ii) neighing et least 6 ounces per 
serving [container); and 

(2) Contains ingredients from 2 or 
more of the following 4 food groups 

(i) Bread. ceceaI, rice and pasta group: 
[ii) Fruits and vegetables group: 
(iii) Mitk, yogurt, and cheese group: 
(iv) Meat, poultry, fish, dry beans, 

eggs, and nuts group; and 
(3) Is represented as. or is in a form 

commonly understood to be, a breakfast, 
lunch, dinner, meal, main dish, entree, or 
pizza. Such representations may be 
made either by statements, photographs, 
or vigneites. 

(ml Nutrition labeling shall be 
provided for any food for which R 
nutrient content claim is made in 
accordance with 8 0 lM.9 and 101.36. 

(n) Compliance with requirements for 
nutrient content claim in this section 
and in regulations in subpart D of this 
part, will be determined naing analytical 
methodology prescribed far determining 
compliance with nutrition labeling in 
6 301.9 of this chaoter. 

(0) The following exemptions apply: 
(11 Nutrient content claims that have 

not been defined by regulation and that 
appear as part of a brand name that was 
in use prior to October 25.1969, m,ay 
c.ontinue to be used as part of that brand 
name, provided they are not false or 
misleading under section 403(a) of the 
Federal Food. Drug. and Cosmetic Act 
(the act). 

(2) A soft drink that used the term 
“diet” as part of its brand name befnre 
October 2& 1989, and whose use of that 
term was in compliance with 5 105.66 of 
this chapter us that regulation appeared 
in the Code of Federal Regulations on 
that date, may continue to use that term 
as part of its brand name, provided thnt 
it.3 use of the term is nat f&e or 

(3) A statement that describes the 
percentage of a vitamin or mitral in the 
food in relation to a reference daily 
intake (RDI) as defined in 5 ~6~9 may 
be made on the label or in labeling of a 
food without a rsgulation euthorking 
such a claim for a specific vifamin m 
mineFa1 unless such claim is expressly 
prohibited by reguhticm under 
403(r)(2)(A)(vi) of the act. 

(4) The requirements of this section do 
not aaalv to: 

(i) i&&t formulas subject to section 
412fhl of the act: and 

($.Medical fdods defined by section 
5(b) of the f%phan Drug Act. 

(51 A nutrient content claim used on 
food that is served in restaurants or 
other establishments in which food is 
served for immediate human 
consumption OF which is sold for sale or 
use in such establishments shall compIy 
with the requirements of this section 
and the appropriate definition in subpart 
D of this pact, except that such ckim is 
excmpt’from the requirement3 for 
disdoswre statements in paragraphs (g) 
and (hJ of this section and OH 101.54(dJ, 
101.62CcJ. (dJllJliiJ[CJ, (dJ(2J(iil(CJ. (dJ(33, 
(d)(4)(ii](CJ, and (dJt5J(ii)(CJ. 

(0) Nutrient content claims that were 
part of the common or usual names of 
foods that were subject to a standard of 
identity on November 6,1990, are not 
subject to the requirements of 
paragraphs (bJ, (g). and (h) of this 
section or to definitions in subpart D of 
t!iis part. 

(7) Implied nutrient content claims 
may be used as part of a brand name, 
provided that the use of the claim has 
been authorized by the Food and Drug 
Administration. Petitions requesting 
approval of such a claim may be 
submitted under 5 lm.5O(h). 

(8) The terms “sugar free,” 
“sugacless,” and “no sugar” may be 
used on the label and in labeling of 
chewing gums containing no sucrose 
provided that when the product is not 
“low calorie” or “reduced calorie” under 
$ lOt.66(b), the label also bear 
immediately adjacent to the claim each 
time it is used, the statement “Not a 
reduced-calorie food,” “Not a low 
calorie food,” ‘I Nat for weight control,” 
or “Useful Only ir, Not Promoting Tooth 
Decay.” 

5. Subpart D is added to reed as 
follows: 

Subpart D-Specific Requlrementt for 
Nutrient Content CleEms 

101.61 Nutrient content claims for the 
sadtllnl contf?nt of foods. 

101.88 Peti6aIls fer nutrient content claims. 

subpart rB-speclffc FTeqtJlrgmsnfs for 
Nutrtent Contsnt Cfalms 
0 101.54 Nutrient content ddme for 
“sourcts,” “high,” end “more.” 

(a) Geneml requirements. Except as 
provided in paragraph (e) of this section, 
a claim about the level of a nutrient in e 
food in relation to the Reference Daily 
Intake [RDE) established for that n*ien t 
in 9 10l.9(c)(llHiv) or Daily Reference 
Value (DRVJ established for that 
nutrient in B tOl.9(c)(l2f(iJ. [excluding 
total carbohydrates and unsatnrated 
fatty aids) may only be made on the 
label and in labeling of the food ii: 

(I) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term: 

(2) The claim is made in accordance 
with the general requirements for 
nutrienf content claims in 0 101.13; and 

(3) The food for which the claim is 
made is labeled in accordance with 
0 101.9 or, where applicable, $101.36. 

(b) “H&h ” cl&w. (1) TAe terms 
“high, ” “rich in,” OF “major source of 
may be used on the label and in the 
labeling of a food except meal-type 
products as defined in 0 1~.13(1), 
provided that the food contains 20 
percent or more of the RDI OF the DRV 
per reference amount customartly 
consumed and per labeled serving size. 

(2) These terms may be used on the 
Iabe and in the 1abeIing of a meal-type 
product as defined in 8 101.13[1), 
provided that it contains per 106 grams 
(g) of product. an amount of the nutrient 
that is equal to 20 percent OF more of the 
RDI or DRV. 

(c) “S~urce”clainzs. (1) The terms 
%ource,” “good source of,” or 
“important source of’ may he used on 
the label OF in the labeling of a food 
when the food except meal-type 
products as described in Q 101.13(l) 
contains 10 to 19 percent of the (RDI) or 
the (DRV) per reference amount 
customarily consumed and per labeled 
serving size. 

(2) These terms may be used on the 
lube! and in the labeling of a meal-type 
product as defined in & lol.l3(~), 
provided that it contains per 109 g of 
product, an amount of the nutrient that 
is equal to 10 to 19 percent of the RDI or 
DRV. 

(d) “Fiber”cIuim. If a nutrient content 
claim is made with respect to the level 
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of dietary fiber, that is, that the product 
is high in fiber, a source of fiber, or that 
the food contains “more” fiber, and thle 
food is not low in total fat as defined in 
f 101.62(b)(Z), then the label shall 
disclose the level of total fat per labeled 
serving. The disclosure shall appear in 
immediate proximity to such claim and 
precede the referral statement required 
in 5 101.13(g) (e.g., “Contains [X umou.nt] 
of total fat per serving. See [uppropritrte 
pol:el) for nutrition information.“) 

(e)(l) “More. “A comparative claim 
using the term “more” may be used on 
the label and in the labeling to describe 
the level of protein, vitamins, minerals, 
dietary fiber, or potassium in a food, 
including meal-type products as defin’ed 
in $ 101.13(l). provided that: 

(i) The food contains at least 10 
percent more of the RDI for protein, 
vitamins, or minerals or of the DRV for 
dietary fiber or potassium (expressed as 
a percent of the Daily Value) than the 
reference food that it resembles and for 
which it substitutes as snecified in 
8 101.13(j)(l)(i). (j)(l)(ii),‘and (j)(l)(iii); 

[ii) Where the claim is based on a 
nutrient that has been added to the food, 
that fortification is in accordance with 
the policy on fortification of foods in 
Q 104.20 of this chapter; and 

(iii) As required in 0 101.13(j)(Z) for 
relative claims, the identity of the 
reference food; the percentage (or 
fraction) that the nutrient was increased 
relative to the RDI or DRV; and 
quantitative information comparing the 
level of the nutrient in the product per 
labeled serving size, with that of the 
reference food that it replaces are 
declared in immediate proximity to the 
most prominent such claim (e.g., 
“Contains 10% more of the daily value 
For fiber than white bread. Fiber content 
of white bread is 1 g per serving: (this 
product) 3.5 g per serving.“) 

(2) A comp.arative claim using the 
term “more” may be used to describe 
the level of complex carbohydrates in a 
food, including meal-type products as 
defined in 9 101.13(l), provided that thle 
food contains at least 4 percent more of 
the DRV for carbohydrates than the 
reference food, and the difference 
between the two foods is only complex 
carbohydrates as defined in 
Q 101.9(c)(6)(i). The identity of the 
reference food and quantitative 
information comparing the level of 
complex carbohydrates with that of the 
Teference food that it replaces shall be 
declared in immediate proximity to the 
nost prominent such claim. 

(3) A comparative claim using the 
term “more” may be used to describe 
the level of unsaturated fat in a food 
including meal-type products as defined 
‘n f 101.13[1) provided that the food 

contains at least 4 percent more of the 
DRV for unsaturated fat than the 
reference food, the level of total fat is 
not increased, and the level of trans 
fatty acids does not exceed 1 percent of 
the total fat. The identity of the 
reference food and quantitative 
information comparing the level of 
unsaturated fat with that of the 
reference food that it replaces shall be 
declared in immediate proximity to the 
most prominent such claim. 

0 101.56 Nutrient content claims for 
“light” or “lite.” 

(a) General reqoiren,ents. A claim 
using the term “light” or “lite” to 
describe a food may only be made on 
the label and in labeling of the food if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term; 

(2) The claim is made in accordance 
with the general requirements for 
nutrient content claims in 0 101.13; and 

(3) The food is labeled in accordance 
with 8 101.9 or. where applicable. 
0 101.36. 

(b) The terms “light” or “lite” may be 
used on the label and in the labeling 
without further qualification to describe 
a food, except meal-type products as 
defined in 0 101.13(l). provided that: 

(1) The food has at least a % (33% 
percent) reduction in the number of 
calories compared to a reference food as 
specified in 0 101.13(j)(l](i) with a 
minimum reduction of more than 40 
calories per reference amount 
customarily consumed and per labeled 
serving size: 

(2) If the food derives 50 percent or 
more of its calories from fat, its fat 
content is reduced by 50 percent or more 
compared to the reference food that it 
resembles or for which it substitutes as 
specified in 5 101.13(j)(l)(i) with a 
minimum reduction of more than 3 
grams (g) per reference amount 
customarily consumed and per labeled 
serving size: and 

(3) As required in 0 101.13(j)(2) for 
relative claims, the identity of the 
reference food; the percent (or fraction) 
that the calories, and, if appropriate, the 
fat, were reduced: and quantitative 
information comparing the level of 
calories and, if appropriate, fat content, 
in the product per labeled serving size, 
with that of the reference food that it 
replaces are declared in immediate 
proximity to the most prominent such 
claim, (e.g., “% fewer calories and 50% 
less fat than our regular cheese cake: lite 
cheese cake-200 calories, 4 grams fat; 
regular cheese cake-300 calories, 8 
grams fat per serving”j. 

(c) A product, oiher than a salt 
substitute, ihat is low. reduced or 

otherwise altered in sodium content 
cannot use the term “light” solely 
because of this alteration but rather 
shall use, as appropriate, the term 
“reduced sodium” or “low sodium.” 

(d) The term “light” or “lite” may be 
used to describe a salt substitute if the 
sodium content of the product has been 
reduced by at least 50 percent compared 
to ordinary table salt. 

(e) The term “light” or “lite” may not 
be used to refer to a food that is not 
reduced in calories by % and, if 
applicable, in fat by 50 percent, unless: 

(1) It describes some physical or 
organoleptic attribute of the food such 
as texture or color and the qualifying 
information (e.g., “light in color” or 
“light in texture”) so stated clearly 
conveys the nature of the product; and 

(2) The qualifyiq information is in the 
same type size, style, color, and 
prominence as the word “light” and in 
immediate proximity thereto. 

(f) If a manufacturer can demonstrate 
that the word “light” has been 
associated, through common use, with a 
particular food (e.g., light brown sugar, 
light corn syrup, or light molasses) to the 
point where it has become part of the 
statement of identity, such use of the 
term “light” shall not be considered a 
nutrient content claim subject to the 
requirements in this part. 

!j 101.60 Nutrlent content claims for the 
calorie content of foods. 

(a) General requirements. A claim 
about the calorie content of a food may 
only be made on the label and in the 
labeling of the food if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term; 

(2) The claim is made in accordance 
with the general requirements for 
nutrient content claims in 0 101.13; and 

(3) The food for which the claim is 
made is labeled in accordance with 
8 101.9 or, where applicable, 0 101.36. 

(b) “Calorie content claims. ” (1) The 
terms “calorie free,” “free of calories,” 
“no calories, ” “zero caloriea” “trivial 
source of calories,” “negligible source of 
calories,” or “dietarily insignificant 
source of calories” may be used on the 
label and in the labeling of a food 
provided that: 

(i) The food contains less than 5 
calories per reference amount 
customarily consumed and per labeled 
serving size: and 

(ii) As required in $ 101.13(e)(2), if the 
food meets this condition without the 
benefit of special processing, alteration, 
formulation, or reformulation to lower 
the caloric content, it is labeled to 
disclose that calories are not usually 
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present in the food (e.g.. “soda water, a 
calorie free food”]. 

(2) The terms “low calorie,” “few 
calories, ” “contains a small amount of 
calories,” or “low source of calories” 
“low in calories” may be used on the 
label and in labeling of foods except 
meal-type products as defined in 
0 101.13(l) provided that: 

lil The food does not nrovide more 
than 40 calories per ref&ence a:mount 
customarily consumed, per labeled 
serving size, and, except for sugar 
substitute, per 100 grams (g); and 

(ii] If a food meets these conditions 
without the benefit of special 

c processing, alteration, formulation or 
reformulation to vary the caloric 
content, it is labeled to clearly refer to 
all foods of its type and not merely to 
the particular brand to which the label 
attaches [e.g., “celery, a low calorie 
food”). 

(3) The terms listed in paragraph (b)(2) 
of this section may be used on the label 
or in labeling of meal-type products as 
defined in 8 101.15(l) provided that: 

[i) The product contains 105 calories 
or less per 100 g; and 

[ii) If the product meets this condition 
without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the calorie 
content, it is labeled to clearly refer to 
all foods of its type and not merely to 
the particular brand to which it 
attaches. 

(4) The terms “reduced calorie,” 
“reduced in calories” or “calorie 
reduced” may be used to describe a 
food, except mealtype products as 
defined in 0 101.13(l), provided that: 

(i) The food has been specifically 
processed, altered, formulated, or 
reformulated, to reduce its calorie 
content by 33% percent or more with a 
minimum reduction of more than 40 
calories per reference amount 
customarily consumed and per labeled 
serving size from the reference food that 
it resembles and for which it substitutes 
as defined in 0 101.13(j)[l)(i) and 
(j)(l)(ii); and 

(ii) As required in I 101.13(j)(2) for 
relative claims, the identity of the 
reference food, the percent (or fraction) 
that the calories have been reduced. and 

rlyc 
quantitative information comparing the 
level of the nutrient in the product per 
labeled serving size with that of the 
reference food that it replaces are 
declared in immediate proximity to the 
most prominent such claim (e.g., 
Reduced calorie cupcakes "3392% fewer 
calories than regular cupcakes. Calorie 
content has been reduced from l!iO to 
loo calories per serving”). 

(B) Such term is immediately 
accompanied. each time it is used. by 
either the statement “not a reduced 
calorie food, ” “not a low calorie food,” 
or “not for weight control.” 

(2) The terms “no added sugars,” 
“without added sugars.” or “no sugars 
added” may be used only if: 

(i) No amount of sugars as defined in 
$ lOUl(c)(6)(ii)(A) is added during 
processing or packaging; 

(ii) The product does not contain 
ingredients containing added sugars 
such as jam, jelly, and concentrated fruit 
juice: 

(5) A comparative claim using *the 
term “fewer” may be used on the label 

(iii) The sugars content has not been 
increased above he amount naturally 

or in labeling of a food, including meal 
type products as defined in 0 101.15(l), 
provided that: 

(i) The food contains at least 25 
percent fewer calories, with a minimum 
reduction of more than 40 calories per 
reference amount customarily consumed 
and per labeled serving size, than the 
reference food that it resembles and for 
which it substitutes as defined in 
5 1m,Xi(j)(l)(i), (j)(l)(ii), and [j)(l)(iii); 
and 

(ii) As required in 0 101.13(j)(2) for 
relative claims, the identity of the 
reference food, the percent (or fraction) 
that the calories have been reduced, and 
quantitative information comparing the 
level of the calories in the product per 
labeled serving size with that of the 
reference food that it replaces are 
declared in immediate proximity to the 
most prominent such claim (e.g., “This 
cheese cake contains 25 percent fewer 
calories than our regular cheese cake. 
Calorie content has been lowered from 
200 ta 150 calories per serving’!). 

(c) Sugars content cluims-(1) Use of 
terms such as “sugars free, ” “no 
sugars, ” or “Zero sugars. ” Consumers 
may reasonably be expected to regard 
terms that represent that the food 
contains no sugars or sweeteners e.g., 
“sugar free,” OS “no sugars,” as 
indicating that a product which is low in 
calories or significantly reduced in 
calories. Consequently, except as 
provided in paragraph (c)(2) of this 
section, a food may not be labeled with 
such terms unless: 

(i) The food contains less than 0.5 g of 
sugars, as defined in 8 101.9(c)(6)(ii)(A), 
per reference amount customarily 
consumed and per labeled serving size: 

(ii) The food contains no added 
ingredients that are sugars: and 

(iii)(A) it is labeled “low calorie” or 
“seduced calorie” or bears a 
comparative claim of special dietary 
usefulness labeled in compliance with 
paragraphs (b)(2), (b)(3), or (b)(4) of this 
section: or 

present in the ingredients by some 
means such as the use of enzymes: 

’ 

(iv) The food that it resembles and for 
which it substitutes normally contains 
added sugars: and 

(v) The product bears a statement 
indicating that the food is not low 
calorie or calorie reduced (unless the 
food meets the requirements for a low OS 
reduced calorie food) and directing 
consumers’ attention to the nutrition 
panel for further information on sugars 
and calorie content. 

(3) Paragraph (c)(l) of this section 
shall not apply to a factual statement 
that a food is unsweetened OS contains 
no added sweeteners in the case of a 
food that contains apparent substantial 
inherent sugar content, e.g., juices. 

(4) A comparative claim using the 
term “less” may be used on the label or 
in labeling of a food, including meal type 
products as defined in 8 101.13(l). 
provided that: 

(i) The food contains at least 25 
percent less sugars per reference 
amount customarily consumed and per 
labeled serving size than the reference 
food that it resembles and for which it 
substitutes as defined in 0 101.15(j)(l)(i), 
(j)[l)(ii), and (j](l)(iii); and 

[ii) As required in 0 lOl.l3[j)(2) for 
relative claims, the identity of the 
reference food, the percent (or fraction) 
that the sugars have been reduced, and 
quantitative information comparing the 
level of the sugars in the product per 
labeled serving size with that of the 
reference food that it replaces are 
declared in immediate proximity to the 
most prominent such claim [e.g.* “These 
corn flakes contains 25 percent less 
sugars than our sugar coated corn 
flakes. Sugars content has been lowered 
from 8 g to 6 g per serving”). 
5 lOl.Sl Nutrient content claims for the 
sodium content of foods. 

(a] General requirements. A claim 
about the level of sodium in a food may 
only be made on the label and in the 
labeling of the food if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term: 

(2) The claim is made in accordance 
with the general requirements for 
nutrient content claims in 0 101.13; and 

(3) The food for which the claim is 
made is labeled in accordance with 
$ 101.9 or, where applicable, 8 101.36. 

(b) “‘Sodium content claims. ” (1) The 
terms “sodium free,” “free of sodium,” 
“no sodium, ” “zero sodium,” “trivial 
source of sodium,” “negligible source of 
sodium,” or “dietary insignificant source 
of sodium” may be used on the label 
and in labeling of a food provided that: 
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(i) The food contains less than 5 
miliigrems (mg) of sodium per reference 
amount customarily consumed and per 

(ii) The food does not contain any 
labeled serving size; and 

qdded sodium (sodium chloride) or other 
ngredient that contains sodium; and 

(iii) As required in 5 la.l3(e)(2) if the 
food meets these conditions without the 
benefit of special processing, alteration, 
formulation, or reformulation to lower 
the sodium content, it is labeled to 
disclose that sodium is not usually 
present in the food (e.g., “leaf lettuce, a 
sodium free food”). 

(2) The terms “very low sodium,” or 
“very low in sodium,” may be used on 
the label and in labeling of foods, except 
mealtype products as defined in 
$101.13(l) provided that: 

(i) The food contains 35 mg or less 
sodium per reference amount 
customarily consumed per labeled 
serving size, and per 100 grams (g) of 
food; and 

(ii) If the food meets these conditions 
without the benefit of special 
processing, alteration, formulation, or 
reformulation to vary the sodium 
content, it is labeled to clearly refer to 
all foods of its type and not merely to 
the particular brand to which the label 
attaches (e.g., “potatoes, a very low 
sodium food.“). 

(3) The term “very low sodium,” or 
“very low in sodium,” may be used on 
the label and in labeling of meal-type 
products as defined in 5 101.13(l) 
provided that: 

(i) The product contains 35 mg or less 
of sodium per 100 g of product: and 

(ii) If the Droduct meets this condition 
with-out the-benefit of special 
processing, alteration, formulation, or 
reformulation to lower the sodium 
content, it is labeled to clearly refer to 
all foods of its type and not merely to 
the particular brand to which the label 
attaches. 

(4) The terms “low sodium,” or “low 
in sodium,” “little sodium,” “contains a 
small amount of sodium,” or “low 
source of sodium” may be used on the 
label and in the labeling of foods, except 
meal-type products as defined in 
8 161.13(l), provided that: 

(i) The food contains MO mg or less 
sodium per reference amount 
customarily consumed, per labeled 
serving size, and per 100 g; and 

(ii) If the food meets these conditions 
without the benefit of special 
processing, alteration, formulation, or 
reformulation to vary the sodium 
content, it is labeled to clearly refer to 
all foods of its type and not merely to 
the particular brand to which the label 
attaches (e.g.. “fresh spinach, a low 
sodium food”). 

(5) The terms listed in paragraph (b)(4] 
of this section may be used on the label 

(i) The product contains 140 mg or less 
sodium per IOO g of product; and 

and in labeling of meal-type products as 
defined in 8 101.13(l) provided that: 

(ii) If the product meets these 
conditions without the benefit of special 
processing, alteration. farmulation, or 
reformulation to lower the sodium 
content, it is labeled to clearly refer to 
all foods of its type and not merely to 
the particular brand to which the label 
attaches. 

(8) The term “reduced sodium,” 
“reduced in sodium,” or “sodium 
reduced” may be used on the label and 
in labeling, except meal-type products 
as defined in 0 lM.13(1) provided that: 

(i) The food has been specifically 
processed, altered, formulated, or 
reformulated to reduce its sodium 
content by 50 percent or more with a 
minimum reduction of more than 140 mg 
per reference amount customarily 
consumed and per labeled serving size 
from the reference food that it resembles 
and for which it substitutes as defined in 
5 101.13(j)(l)(i) and (j)(l)(ii); and 

(ii) As required for 0 101.13(j)(2) for 
relative claims, the identity of the 
reference food; the percent (or fraction) 
that the sodium has been reduced; and 
quantitative information comparing the 
level of the sodium in the product per 
labeled serving size with that of the 
reference food that it replaces are 
declared in immediate proximity to the 
most prominent such claim. (e.g., 
“reduced sodium-50 percent less 
sodium than regular peanuts. Sodium 
content has been reduced from 300 to 
150 mg of sodium per serving”). 

(7) A comparative claim using the 
term “less” may be used on the label 
and in labeling of a food, including 
meal-type products as defined in 
$101.13(l), provided that: 

(i) The food contains at least 25 
percent less sodium with a minimum 
reduction of more than 140 mg per 
reference amount customarily consumed 
and per labeled serving size than the 
reference food that it resembles and for 
which it substitutes as defined in 
fj 101.13(j)(l)(i), (j)(l)(ii), and (j)(l)(iii). 

(ii) As required in $ 101.13(j)(2) for 
relative claims, the identity of the 
reference food: the percent (or fraction) 
that the sodium has been decreased: and 
clear and concise quantitative 
information comparing the level of the 
sodium in the product per labeled 
serving size with that of the reference 
food that it replaces are declared in 
immediate proximity to the most 
prominent such claim. (e.g., “This 
tomato soup contains 25% less eodium 
than our reguular tomato soup. Sodium 

content has been lowered from 360 to 
375 mg per serving.“) 

(c) The term “salt” is not synonymous 
with “sodium.” Salt refers to sodium 
chloride. However, references to salt 
content such as “unsalted,” “no salt, “no 
salt added” are potentially misleading. 

(I) The term “salt free” may be used 
on the label or in labeling of foods only 
if the food is “sodium free” as defined in 
paragraph (b)(l) of this section. 

(2) The terms “unsalted,” “without 
added salt,” and “no salt added” may be 
used on the label or in labeling of foods 
only if: 

(i) No salt is added during processing; 
(ii) The food that it resembles and for 

which it substitutes is normally 
processed with salt; and 

(iii) If the food is not sodium free, such 
claims are immediately accompanied 
each time they are used by the 
statement, “Not a sodium free food” or 
“Not for control of sodium in the diet.” 

5 101.69 PetItions for nutrient content 
claims. 

(a) This section pertains to petitions 
for claims, expressed or implied, that: 

(I) Characterize the level of any 
nutrient which is of the type required to 
be in the label or labeling of food by 
section 463(q)(l) or (q)(2) of the Federal 
Food, Drug, and Cosmetic Act (the act): 
and 

(2) That are not excepted under 
section 403(r)(5)(A) through (C) of the 
act from the requirements for such 
claims in section 403(r)(Z). 

[b] Petitions included in this section 
are: 

(I) Petitions for a new (heretofore 
unauthorized) nutrient content claim; 

(2) Petitions for a synonymous term 
(i.e., one that is consistent with a term 
defined by regulation) for characterizirig 
the level of a nutrient; and 

(3) Petitions for the use of an implied 
claim in a brand name. 

(cl Petitions to be filed under the 
I I- 

provisions of section 463(r)(4) of the act 
shall be submitted in auadruolicate. Xf 

1 

any part of the material submitted is in a 
foreign language, it shall be 
accompanied by an accurate and 
complete English translation. The 
petition shall state the petitioner’s post 
office address to which published 
notices as required by section 403 of the 
act may be sent. 

[d) Pertinent information may be 
incorporated in, and will be considered 
as part of, a petition on the basis of 
specific reference to such information 
submitted to and retained in the files of 
the Food and Drug Administration. 
However, any reference to unpublished 
information furnished by a person other 
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than the applicant will not be 
considered unless use of such 
information is authorized (with the 
understanding that such information 
may in whole or part be subject to 
release to the public) in a written 
statement signed by the person who 
submitted it. Any reference to published 
information should be accompanied by 
reprints or photostatic copies of such 
references. 

(e) If nonclinical laboratory studies 
are included in a petition submitted 
under section 403(r)(4) of the act, the 
petition shall include, with respect to 

$ 
each nonclinical study contained in the 
petition, either a statement that the 

1 
study has been, or will be, conducted in 

8” 
compliance with the good laboratory 
practice regulations as set forth in Part 
58 of this chapter or. if any such study 
was not conducted in compliance with 
such regulations, a brief statement of the 
reason for the noncompliance. 

(fj If clinical investigations are 
included in a petition submitted under 
section 403(r)(4) of the act, the petition 
shall include a statement regarding each 
such clinical investigation relied pupon in 
the petition that the study either was 
conducted in compliance with the 
requirements for institutional review set 
forth in part 58 of this chapter or was 
not subject to such requirements in 
accordance with 0 58.104 or $- 58.105, 
and that it was conducted in compliance 
with the requirements for informed 
consent set forth in part 50 of this, 
chapter. 

(g) The availability for public 
disclosure of petitions submitted to the 
agency under this section will be 
governed by the rules specified in 
8 10.20(j) of this chapter. 

(h) All petitions submitted under this 
section shall include either a claim for a 
categorical exclusion under 8 25.24 of 
this chapter or an environmental 
assessment under 0 25.31. 

(i) The data specified under the 
several lettered headings should be 
submitted on separate sheets or sets of 
sheets, suitably identified. If such data 
have already been submitted wit‘h an 
earlier application from the petitioner, 
the present Petition may incorporate it 
by specific reference to the earlier 
petition. 

(j) The petition must be signed by the 
petitioner or by his attorney or agent. or 
(if a corporation) by an authorized 
official. 

(k) The petition shall include a 
statement signed by the person 
responsible for the petition, that IO the 
best of his knowledge, it is a 
r’epresentative and balanced submission 
that includes unfavorable information, 
as well as favorable information. known 

to him pert%ent to the evaluation of the 
petition. 

(1) All applicable provisions of Part 
lO--Administrative Practices and 
Procedures, may be used by the 
Commissioner of Food and Drugs, the 
petitioner or any outside party with 
respect to any agency action on the 
petition. 

(m)(l) Petitions for a new nutrient 
content claim shall include the following 
data and be submitted in the following 
form. 

(Date) 
Name of petitioner 
Post office address 
Subject of the petition 
Regulations and Industry Activities Branch 
(HFF-312). 
Food and Drug Administration, 
Department of Health and Human Services, 
Washington, DC 20204. 
Dear Sirs: 

The undersigned .- submits this 
petition under section 403(r)(4) of the Federal 
Food, Drug, and Cosmetic Act (the act) with 
respect to (statement of the claim and its 
proposed use). 

Attached hereto, in quadruplicate, and 
constituting a part of this petition, are the 
following: 

A. A statement identifying the descriptive 
term and the nutrient that the term is 
intended to characterize with respect to the 
level of such nutrient. The statement should 
address why the use of the term as proposed 
will not be misleading. The statement should 
provide examples of the nutrient content 
claim as it will be used on labels or labeling, 
as well as the types of foods on which the 
claim will be used. The statement shall 
specify the level at which the nutrient must 
be present or what other conditions 
concerning the food must be met for the use 
of the term in labels or labeling to be 
appropriate, as well as any factors that 
would make the use of the term 
inappropriate. 

B. A detailed explanation, supported by 
any necessary data, of why use of the food 
component characterized by the claim is of 
importance in human nutrition by virtue of its 
presence or absence at the levels that such 
claim would describe. This explanation shall 
also state what nutritional benefit to the 
public will derive from use of the claim as 
proposed, and why such benefit is not 
available through the use of existing terms 
defined by regulation under section 
403(r)(2)(A)(i) of the act. If the claim is 
intended for a specific group within the 
population. the analysis should specifically 
address nutritional needs of such group, and 
should include scientific data sufficient for 
such purpose. The petition shall include data 
and information, e.g.. surveys to the extent 
necessary, to demonstrate that consumers 
can be expected to understand the meaning 
of the term under the proposed conditions of 
use. 

C. Analytical data that shows the amount 
of the nutrient that is the subject of the claim 
and that is present in the types of foods for 
which the claim is intended. The assays 

should be performed on representative 
samples using the Association of Official 
Analytical Chemists (AOAC) methods where 
available. If no AOAC method is available. 
the petitioner shall submit the assay method 
used, and data establishing the validity of the 
method for assaying the nutrient in the 
particular food. The validation data should 
include a statistical analysis of the analytical 
and product variability. 

D. A detailed analysis of the potential 
effect of the use of the proposed claim on 
food consumption and of any corresponding 
changes in nutrient intake. The latter item 
shall specifically address the intake of 
nutrients that have beneficial and negative 
consequences in the total diet. If the claim is 
intended for a specific group within the 
population, the above analysis shall 
specifically address the dietary practices of 
such group and shall include data sufficient 
to demonstrate that the dietary analysis is 
representative of such group. 

Yours very truly. 
Petitioner 

zdicate authority] 

(2) Within 15 days of receipt of the 
petition, the petitioner will be notified 
by letter of the date on which the 
petition was received by the agency. 
Such notice will inform the petitioner 

(i) That the petition is undergoing 
agency review (in which case a docket 
number will be assigned to the petition), 
and the petitioner will subsequently be 
notified of the agency’s decision to fi!e 
or deny the petition; or 

[ii) That the petition is incomplete, 
e.g., it lacks any of the data required by 
this part, it presents such data in a 
manner that is not readily understood, 
or it has not been submitted in 
quadruplicate, in which case the petition 
will be denied, and the petitioner will be 
notified as to what respect the petition 
is incomplete. 

(3) Within 100 days of the date of 
receipt of the petition, the Commissioner 
of Food and Drugs will notify the 
petitioner by letter that the petition has 
either been filed or denied. If denied, the 
notification shall state the reasons 
therefor. If filed, the date of the 
notification letter becomes the date of 
filing for the purposes of section 
403(r)(4)(A)(i) of the act. A petition that 
has been denied shall not be made 
available to the public. A filed petition 
shall be available to the public as 
provided under paragraph (e) of this 
section. 

(4) Within 80 days of the date of filing 
the Commissioner of Food and Drugs 
will by letter of notification to the 
petitioner: 

(i) Deny the petition: or 
(ii) Inform the petitioner that a 

proposed regulation to provide for the 
requested use of the new term will be 
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published in the Federal Register. The 
Commissioner of Food and Drugs will 
publish the proposal to amend the 
regulations to provide for the requested 
use of the nutrient content claim in the 
Federal Register within 90 days of the 
date of filing. The proposal will also 
announce the availability of the petition 
for public disclosure. 

(n](l) petitions for a synonymous term 
shall include the following data and be 
submitted in the following form. 

(Date) 
Name of petitioner - 
Post office address - 
Subject of the petition - 
Regulations and Industry Activities Branch 
(HFF-312). 
Food and Drug Administration, 
Department of Health and Human Services, 
Washington, DC 20204. 
Dear Sirs: 

The undersigned, -_ submits this 
petition under section 403(r)(4) of the Federal 
Food, Drug, and Cosmetic Act (the act) with 
respect to (statement of the synonymous term 
and its proposed use in a nutrient content 
claim that is consistent with an existing term 
that has been defined under section 403(r)(2) 
of the act). 

Attached hereto, in quadruplicate. and 
constituting a part of this petition, are the 
following: 

A. A statement identifying the synonymous 
descriptive term, the existing term defined by 
a regulation under section 403(r)(Z)(A)(i) osf 
the act with which the synonymous term is 
claimed to be consistent. The statement 
should address why the use of the 
synonymous term as proposed will not be 
misleading. The statement should provide 
examples of the nutrient content claim as it 
will be used on labels or labeling, as well as 
the types of foods on which the claim will be 
used. The statement shall specify whether 
any limitations not applicable to the use of 
the defined term are intended to apply to Ithe 
use of the synonymous term. 

D. A detailed explanation. supported by 
any necessary data, of why use of the 
proposed term is requested, including an 
explanation of whether the existing defined 
term is indequate for the purpose of 
effectively characterizing the level of a 
nutrient. This item shall also state what 
nutritional benefit to the public will derive 
from use of the claim as proposed, and wty 
such benefit is not available through the use 
of existing term defined by regulation. If the 
claim is intended for a specific group within 
the population, the analysis should 
specifically address nutritional needs of sl~ch 
group, and should include scientific data 
sufficient for such purpqse. This item shall 
include data and information, e.g., surveys:. to 
the extent necessary to demonstrate that 
consumers can be expected to understand the 
meaning of the term under the proposed 
conditions of use. 

C. A detailed analysis of the potential 
eifect of the use of the proposed claim on 
food consumption and of any corresponding 
Lh.tngcs in nutrient intake, The 1Rtter item 

shall specifically address the intake of 
nutrients that have beneficial and negative 
consequences in the total diet. If the claim is 
intended for a specific group within the 
population, the above analysis shall 
specifically address the dietary practices of 
such group and shall include data sufficient 
to demonstrate that the dietary analysis is 
representative of such group. 

Yours very truly, 
Petitioner 
BY 
(Indicate authority) 
(2) Within 15 days of receipt of the 

petition the petitioner will be notified by 
letter of the date on which the petition 
was received. Such notice will inform 
the petitioner: 

(i) that the petition is undergoing 
agency review (in which case a docket 
number will be assigned to the petition) 
and the petitioner will subsequently be 
notified of the agency’s decision to grant 
the petitioner permission to use the 
proposed term or to deny the petition: or 

(ii) that the petition is incomplete, e.g., 
it lacks any of the data required by this 
part, it presents such data in a manner 
that is not readily understood, or it has 
not been submitted in quadruplicate, in 
which case the petition will be denied, 
and the petitioner will be notified as to 
what respec! the petition is incomplete. 

(3) Within 90 days of the date of 
receipt of the petition that is accepted 
for review (i.e., that has not been found 
to be incomplete and consequently 
denied, the Commissioner of Food and 
Drugs will notify the petitioner by letter 
of the agency’s decision to grant the 
petitioner permission to use the 
proposed term, with any conditions or 
limitations on such use specified, or to 
deny the petition, in which case the 
letter shall state the reasons therefor. 
Failure of the petition to fully address 
the requirements of this section shall be 
grounds for denial of the petition. 

(4) As soon as practicable following 
the granting of a petition, the 
Commissioner of Food and Drugs will 
publish a notice in the Federal Register 
informing the public of his decision. If 
the petition is glanted the Food and 
Drug Administration will list, the 
approved synonymous term in the 
regulations listing terms permitted for 
use in nutrient content claims. 

(o)(l) Petitions for the use of an 
implied nutrient content claim in a 
brand name shall include the following 
data and be submitted in the following 
form: 

- 
(Date) 
Name of petitioner 
Post office address 
Subject of the petition 
Regulations nnd Industry Activities Branch 
(HFF-322). 

Food and Drug Administration, 
Department of Health and Humun Srrvicea, 
Washington. DC 20X& 
Dear Sirs: 

The undersigned -__- submits this 
petition under section 403(r)(4) of the Federal 
Food, Drug, and Cosmetic Act (the act) with 
respect to (statement of the implied nutrient 
content claim and its proposed use in a brand 
name). 

Attached hereto, in quadruplicate. and 
constituting a part of this petition, are the 
following: 

A. A statement identifying the implied 
nutrient content claim, the nutrient the claim 
is intended to characterize, the corresponding 
term for characterizing the level of such 
nutrient as defined by a regulation under 
section 403(r)(2)(A)(i) of tl:e act, aJd the 
brand name of which the implied claim is 
intended to be a part. The statement should 
address why the use of the brand-name as 
proposed will not be misleading. It should 
address in particular what information is 
required to accompany the claim or other 
ways in which the claim meets the 
requirements of sections 403(a) and 201(n) of 
the act. The statement should provide 
examples of the types of foods on which the 
brand name will appear. It shall also include 
data showing that the actual level of the 
nutrient in the food qualifies the food to bear 
the correspording term defined by regulation. 
Assay methods used to determine the level of 
a nutrient should meet the requirements 
stated under petition format item C in 
paragraph (k)(l) of this section. 

B. A detailed explanation, supported by 
any necessary data, of why use of the 
proposed brand name is requested This item 
shall also state what nutritional benefit to the 
public will derive from use of the brand name 
as proposed. If the branded product is 
ir,tended for a specific group within the 
population, the analysis should specifically 
address nutritional needs of such group and 
should include scientific data sufficient for 
such purpose. 

C. A detailed analysis of the potential 
effect of the use of the proposed brand name 
on food consumption and of any 
corresponding changes in nutrient intake. The 
latter item shall specifically address the 
effect on the intake of nutrients that have 
beneficial and negative consequences in the 
total diet. If the branded product is intended 
for a specific group within the population, the 
analysis should specifically address the 
dietary practices of such group, and should 
in&de data sufficient to demonstrate that 
the dietary analysis is representative of such 
group. 

Yours very truly, 
Petilioner 
BY 
(2) Within 15 days of receipt of the 

petition the petitioner will be notified by 
letter of the date on which the petition 
was received. Such notice will inform 
the petitioner: 

(i) That the petition is undergoing 
agency review (in which case a docket 
number will be assigned to the petition); 
or 

. 

, 
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(ii] That the petition is incomplete, 
e.g., one that lacks any of the data 
required by this part, one that states 
such data in a manner that is not readily 
understood, or it has not been submitted 
in quadrupiicate, in which case the 
petition will be denied, and the 
petitioner will be notified as to what 
respect the petition is incomplete. 

[3) The Commissioner of Flood and 
Drugs will publish a notice of the 
petition in tha Federal Register 
announcing its availability to the public 
and seeking comment on the petition. 
The petition shall be available to the 
public to the extent provided under 
paragraph (e] of this section. The notice 
shall allow 30 days for comments. 

(4) Within 100 days of the date of 
receipt of the petition that is accepted 
for review (i.e., that has not been found 
to be incomplete and subsequently 
returned to the petitioner), the 
Commissioner of Food and Drugs will: 

(i) Notify the petitioner by letter of the 
agency’s decision to grant the petitioner 
permission to use the proposed brand 
name if such use is not misleading, with 
any conditions or limitations on such 
use specified; or 

(ii) Deny the petition, in which case 
the letter shall state the reasons 
therefor. Failure of the petition to fully 
address the requirements of this section 
shall be grounds for denial of the 
petition. Should the Commissioner of 
Food and Drugs not notify the petitioner 
of his decision on the petition within 100 
days, the petition shall be considered to 
be granted. 

(5) As soon as practicable following 
the granting of a petition, the 
Commissioner of Food and Drugs will 
publish a notice in the Federal Register 
informing the public of such fact. 

6. Subpart F is redesignated ns 
Subpart G and new Subpart F is added 
to read as follows: 

‘< 

SUBPART F-SPECIFIC 
REQUIREMENTS FOR CLAIMS THAT 
ARE NEITHER NUTRIENT CONTENT 
CLAIMS OR HEALTH CLAIMS 

$ 101.95 “Fresh”, “freSh]y ,” “fresh 
frozen”, “frozen fresh.” 

r- 

The terms defined in this section may 
be used on the label or in labeling of a 
food only in conformity with the 
provisions of this section. The 
requirements of the section pertain to 
any use of the subject terms that 
expressly or implicitly refers to lthe food 
ou labels or labeling, including use in a 
brand name and use as a sensory 
modifier. 

(a) The term “fresh,” which may be 
iised only on the label of a raw food, 
~IORRS that the food has not been frozen 

or subjected to any form of thermal 
processing or any other form of 
preservation, except as provided in 

(b) The term “freshly-----*’ [the 
blank being filled with an appropriate 

paragraph (d) of this section. 

verb, e.g., “prepared,” “baked,” 
“roasted”). which mny be used on the 
label of a prepared or produced food, 
means that the food is recently made or 
prepared and has not been frozen, or 
subjected to any form of thermal 
processing, or any other form of 
preservation [except as provided in 
paragraph (d) of this section) during or 
subsequent to its manufacture or 
preparation, except a process inherent 
to the production of the basic food. 

(c) The terms “fresh frozen” and 
“frozen fresh,” when used on the label 
or in labeling of a food, mean that the 
food was quickly frozen while still fresh 
(i.e.. the food had been recently 
harvested when frozen]. “Quickly 
frozen” means frozen by a freezing 
system such as blast-freezing (sub-zero 
Fahrenheit temperature with fast 
moving air directed at the food] that 
ensures the food is frozen, even to the 
center of the food, quickly and that 
virtually no deterioration has taken 
place. 

(b) Provisions and restrictions. (1) The 
addition of approved waxes or coatings, 
the post-harvest use of approved 
pesticides, or the application of a mild 
chlorine wash or mild acid wash on raw 
produce, does not preclude the food 
from use of the term “fresh.” 

(2) A food meeting the definition in 
paragraph (a) or (b) of this section that 
is refrigerated, is not precluded from use 
of “fresh” and “freshly prepared,” as 
provided by this section. 

(3) A food shall not be considered to 
be recently prepared or made if it is 
available for sale more than 24 hours 
after its preparation or production. 

PART 105-FOODS FOR SPECIAL 
DIETARY USE 

7. The authority citation for 21 CFR 
part 165 continues to read as follows: 

Authority: Sew. zo1.401,41~, ms. 431,701. 
706 of the Federal Food, Drug. and Cosmetic 
Act (21 U.S.C. 321, 341.343, 348. 350. 371, 376). 

8. Section 105.66 is revised to read as 
follows: 
8 105.66 Label statements relating to 
usefulness In reducing or niaintaining body 
weight. 

(a) Generul requirerrren!s. Any food 
that purports to be or is represented for 
special dietary use because of 
usefulness in reducing or maintaining 
body weight shall bear: 

(I) Nutrition labeling in conformity 
with 9 101.9, or, where applicable, 

(2) A conspicuous statement of the 
basis upon which the food claims to be 

5 101.36 of this chapter, unless exempt 

of special dietary usefulness. 

under that section; and 

(b) Nonnutritive ingredients. (I) Any 
food subject to paragraph [a) of this 
section that achieves its special dietary 
usefulness by use of a nonnutritive 
ingredient (i.e., one not utilized in 
normal metabolism) shall bear on its 
label a statement that it contains a 
nonnutritive ingredient and the 
percentage by weight of the nonnutritive 
ingredient. 

(2) A special dietary food may- contain 
a nonnutritive sweetener or other 
ingredient only if the ingredient is safe 
for use in the food under the applicable 
law and regulations of this chapter. Any 
food that achieves its special dietary 
usefulness in reducing or maintaining 
body weight through the use of a 
nonnutritive sweetener shall bear on its 
label the statement required by 
paragraph (b)(l) of this section, but need 
not state the percentage by weight of the 
nonnutritive sweetener. If a nutritive 
sweetener(s) as well as nonnutritive 
sweetener(s) is added, the statement 
shall indicate the presence of both types 
of sweetener, e.g., “Sweetened with 
nutritive sweetener(s) and nonnutritive 
sweetener(s).” 

(c) ‘Low calorie “foods. A food 
purporting to be “low calorie” must 
comply with the criteria set forth for 
such foods in 0 101.60(b)(Z) and (b)(3) of 
this chapter. 

(d) “Reduced calorie ” foods and other 
compara&ive claims. A food purporting 
to be “reduced calorie” or otherwise 
containing fewer calories than a 
reference food must comply with the 
criteria set forth for such foods in 
5 10166(b)(4) and (b)(5) of this chapter. 

[e) Lobei terms suggesting usefulness 
OS low calorie or reduced calorie foods, 
(1) Except as provided in paragraph 
(e)(2) of this section, and in 
8 01.13(o)(2) of this chapter for soft 
drinks, a food, including a formulated 
meal replacement,or other food that is 
represented to be of special dietary use 
as a whole meal, may be labeled with 
the terms “diet,” “dietetic,” “artificially 
sweetened,” or “sweetened with 
nonnutritive sweetener” only if the 
claim is not false or misleading. and the 
food is labeled “low calorie” or 
“reduced calorie” or bears a 
comparative claim of special dietary 
usefulness in compliance with part 101 
of this chapter and this section. 

(2) Paragraph (e)(l) of this section 
shall not apply to any use of such terms 
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that is specifically authorized by 
regulation governing a particular food, 
or unless otherwise restricted by 
regulation, to any use of the term “diet” 
that clearly shows that the food is 
offered solely for dietary use other than 
regulating body weight, e.g., “for low- 
sodium diets.” 

(fj “Sugars free “, and “no added 
sugars”. Criteria for the use of the terms 
“sugars free” and “no added sugars” are 
provided for in 0 101.60(c) of this 
chapter. 

Dated: November 4.1991. 
David .h. Kessler, 
Commissioner of Food and Drugs. 
Louis W. Sullivan, 
Secretory of Health and Human Services. 
(FR Dot. 91-27150 Filed 11-Z&91: ~$5 am] 
BILLING CODE 4160-01-M 

21 CFR Part 101 
[Docket No. 84N-01531 
RIN 0905-AB68 

Food Labeling: Definitions of Nutrient 
Content Claims for the Fat, Fatty Acid, 
and Cholesterol Content of Food 
AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is proposing to 
amend the food labeling regulations to 
define, and to provide for the proper use 
of, the terms “fat free,” “low fat,” 
“reduced fat,” “low in saturated fat,” 
“reduced saturated fat,” “cholesterol 
free,” ” low cholesterol,” and “reduced 
cholesterol” in the labeling of foods and 
to provide for the use of other truthful 
and nonmisleading statements about a 
food’s fat, fatty acid, and cholesterol 
content in food labeling. This proposed 
rule is intended to permit meaningful 
declarations about fat, fatty acid, and 
cholesterol content, while preventing 
misleading claims about these food 
components. In this document, FDA is 
responding to comments received in 
response to the tentative final rule on 
cholesterol claims (55 FR 29456, July 19. 
1990) and to the provisions of the 
Nutrition Labeling and Education Act of 
1990 regarding fat, fatty acid, and 
cholesterol content claims. In addition, 
this document sets forth related agency 
policies. 
DATES: Written comments bk February 
:5,1992. The agency is proposing that 
any final rule that may be issued based 
upon this proposal become effective 6 
months following its publication in 
accordance with the provisions of the 

Nutrition Labeling and Education AC; of 
1990. 
ADDRESSES: Written comments to the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, Rm. 
l-23,12420 Parklawn Dr., Rockville. MD 
20857. 
FOR FURTHER INFORMATION CONTACT: 
Virginia L. Wilkening, Center far Food 
Safety and Applied Nutrition (HFF-204), 
Food and Drug Administration, 200 C St. 
SW., Washington, DC 20204,202-245 
1561. 
SUPPLEMENTARY INFORMATION: 

I. Introduction 

A. Regulatory History of Fat, Fatty Acid, 
and Cholesteml Labeling 

The agency has had a long interest in 
the proper labeling of foods with 
information on fat, fatty acid, and 
cholesterol content. FDA’s policies have 
reflected contemporary knowledge on 
the relationship between these dietary 
components and chronic disease 
conditions. 

1. The 1959 Policy Statement 
In the Federal Register of December 

10.1959 (24 FR 9990), the agency 
published a statement of policy 
concerning the status of food offered to 
the general public for the control or 
reduction of blood cholesterol levels and 
for the prevention and treatment of 
heart and artery disease. The policy 
statement acknowledged the public 
interest in the effect of varidus fatty 
foods on blood cholesterol and the 
relationship between blood cholesterol 
levels and diseases of the heart and 
arteries. However, the statement noted 
that the role of dietary cholesterol in 
heart and artery diseases had not been 
established. Therefore, FDA took the 
position that any labeling claim for fats 
and oils that indicated or implied that a 
food would prevent, mitigate, or cure 
diseases of the heart or arteries would 
be considered false or misleading and 
would misbrand the food under the 
Federal Food, Drug, and Cosmetic Act of 
1938 (the act). FDA pointed out that the 
policy statement was not intended to 
interfere with clinical research on the 
possible role of dietary unsaturated fats 
in lowering blood cholesterol. The policy 
statement was, the agency stated, 
intended to prevent the promotion of 
foods for use by the public without 
medical supervision. 
2. Quantitative Labeling of Fatty Acid 
and Cholesterol Content 

In the Federal Register of May 25,1965 
(30 FR 6964), the agency proposed to 
establish requirements for label 
statements relating to oils, fats, and 

fatty foods used as a means of reducing 
the dietary intake of fatty acids. FDA 
received a number of comments on this 
proposal. After considering the 
comments and other available 
information, FDA terminated the 
rulemaking (31 FR 3301, March 2,1966) 
because comments convinced the 
agency that the role of fats in the diet 
had not been sufficiently studied to 
make a definitive decision. 

In the 5 years that followed, the terms 
“saturated, ” “monounsaturated,” and 
“polyunsaturated,” as applied to food 
fats or fatty acids, received considerable 
publicity, which led to consumer 
demand for more information about fat- 
containing foods. In 1970, the White 
House Conference on Food, Nutrition, 
and Health recommended that 
regulatory agencies permit and 
encourage the food industry, on a 
voluntary basis, to label the fat and 
fatty acid content of foods that 
constitute the major sources of fats in 
typical diets (Ref. 1). 

Accordingly, in response to the 
consumer requests and to a report of the 
American Medical Association’s 
Council on Foods and Nutrition, which 
contained a number of 
recommendations regarding the labeling 
of fat and fatty acids, FDA proposed in 
the Federal Register of June 15,1971(36 
FR 11521) to adopt a regulation (21 CFR 
125.12) on the requirements for label 
statements intended to provide guidance 
for regulating intake of fatty acids. This 
proposal would have established 
labeling requirements for foods 
represented for special dietary use 
containing 10 percent or more fat on a 
dry weight basis and no less than 3 
grams (g) of fat in an average serving. 

In the same issue of the Federal 
Register (36 FR 115211, FDA also 
proposed to amend the agency’s policy 
statement on labeling foods for the 
prevention and treatment of heart and 
artery disease to make it clear that 
claims such as “lower cholesterol” were 
deemed to be false or misleading. 
However, the agency also proposed to 
provide that labeling statements would 
be acceptable if they set out only the fat 
content of the food, the source of the fat 
and the content of saturated, 
monounsaturated, and polyunsaturated 
fatty acids in accordance with proposed 
0 125.12. 

After considering the comments on 
these proposals and other available 
information. FDA concluded that 
information.associated with the 
cholesterol and fatty acid content of 
foods should be combined into a sing&e 
regulation. Accordingly, in the Federal 
Register of January 19,19i3 (36 FR 2132) 
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